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POLICY ON THE QUALITY USE OF MEDICINES 


EXECUTIVE SUMMARY 


Modern medicines have transformed treatment and prevention of 
many diseases and have played a part in the increasing 
life--expectancy and improved health of Australians of all ages. 


However, medicines can also cause harm. There is concern about 
the health, social and economic costs associated with the 
inappropriate use of medicines, including overuse, underuse and 
misuse. The challenge is to find ways of optimising the power of 
medicines to do good while minimising their adverse potential. 


Australia has in place good systems for three important 
objectives relating to medicines, namely: 
ensuring the quality, safety and efficacy of medicines; 


. providing equity of access to cost-effective medicines for 
all Australians; and 


addressing issues regarding the viability of the 
pharmaceutical industry. 


This policy deals with a crucial fourth objective, that is, the 
quality use of medicines. It thus provides the opportunity for 

Australia to formulate a comprehensive National Medicinal Drug 

Policy based on these four components. It anchors such a policy 
to good health outcomes for all Australians. 


The quality with which medicines are used is influenced by the 
decisions and actions of many players and by a variety of 
structural issues affecting the environment in which these 
players operate. A partnership is required between consumers 
(including the carers of children, the aged and disabled), 
health professionals (especially doctors, nurses and 
pharmacists), government and industry. Such a partnership will 
identify and analyse issues and develop and implement strategies 
to improve the quality use of medicines in Australia. 


: ; , 1 
This partnership has already been modelled by two nationa 
committees: the Pharmaceutical a aoe — use of 
i HARM) Working Party an the Australi 
psa hy Souncil (APAC). These eS played 
j i ini his policy 
an important role in developing and refining t 
SS auked by related government inquiries and many helpful 
submissions from various groups. 


(b) 


nd effective education of all groups, the 


j i j and the 

f innovative models of practice 

f options to overcome structural and other 

the key strategies. In some areas, 
ill be identified as the policy 


Appropriate a 
development oO 
investigation Oo : 
operational]. constraints are 
the need for further research w 


is implemented. 


ajor components within which 


j identifies the m 
pe pols are needed. These are: 


objectives and initiatives 


relevant information by consumers and 
to facilitate informed 
decision-making. The promotion of pharmaceutical products 
and other sources of information should assist the aim of 
improving health care through the quality use of medicines 


(see Section 3.5a); 


access to objective, 
health professionals 


education and training of consumers (at many levels and 
for many target groups) and of health professionals at 
undergraduate, postgraduate and continuing education 
levels (see Section 3.5b); 


; provision of support services to practising health 
professionals to help solve problems in everyday practice, 
to develop high standards of practice, and to develop 
teamwork between health professionals (see Section 3.5c); 


provision of services and resources to consumers to 
support them in being aware, informed and able to identify 
and solve problems related to medicines develop good 
working relationships with their health professionals (see 
Section 3.5d); 


‘ campaigns to educate the whole community about general 
quality use of medicines issues and problems as they arise 
(see Section 3.5e). 


Many programs and resources have been developed by consumers 
health professionals, industry and government groups over recent 
years. A national co-ordination and facilitation mechanism is 
needed to encourage further development and efficient 
implementation on a national basis of effective programs 
resources and outcome measures. These must relate to health 
Status, quality of life and satisfaction of the major players. 


The challenge is to bring together the major pl 

ayer 
national, regional and local levels to ioe the live Ye 
resources, knowledge and experience to develop good working 


relationships and an environment whic 
use medicines wisely and safely. ich enables Australians to 


SECTION 1 


INTROD ION 


Modern medicines have transformed treatment and prevention of 
many diseases and have played a part in the increasing 
life-expectancy and improved health of Australians of all ages. 
However, medicines can also cause harm. 


There is widespread concern over the health, social and economic 
costs to Australia associated with the inappropriate use of both 
prescribed and over-the-counter (OTC) medication. Inappropriate 
use refers to aspects of the marketing, distribution, . 
prescribing, dispensing and consumption of medicines which may 

result in undesirable medical, social and economic consequences. 


While details of the extent and nature of the issues may differ, 
the way medicines are used is a global concern. In 1985, the 
World Health Organisation called a Conference of Experts on the 
Rational Use of Drugs which resulted in a document known as the 
"Revised Drug Strategy’ (1). The 39th World Health Assembly, 
held in 1986, adopted this strategy which calls on governments 
to implement a National Medicinal Drug Policy. Australia, as a 
participant at this conference, was part of the development of 
this strategy. The need for a National Medicinal Drug Policy was 
further illustrated in the ‘Health For All Australians’ document 
issued jointly by all Australian Health Ministers in 1988 (2). 


A National Medicinal Drug Policy consists of four arms (see 
Figure I): 


(1) the availability of medicines which meet quality, safety 
and efficacy criteria, whilst allowing the introduction of 
new products to the Australian market in a timely manner; 
(2) the maintenance of a viable pharmaceutical industry in 
Australia; 


isi i dicines 

3 the provision of equity of access to necessary me 

4 for the Australian community by subsidising the cost of 
necessary and effective medicines; and 

(4) the achievement of high quality use of medicines by 

consumers and health care providers. 


i ical products meet 
In Australia, ensuring that pharmaceutica- 
acceptable certain standards (first arm) is the primary 
responsibility of the Therapeutic Goods Administration © 
Commonwealth Department of Health, Housing and Community 


Services. 


National Medicinal Drug Policy 


Quality of Drug Use | Equity of Access 


A Viable 
Pharmaceutical 
ei 


High Quality Products 
& . intr ogmaa 


As part of the Pharmaceutical Industry Development Program, to 
promote the viability of the pharmaceutical industry in 
Australia [second arm] the Government introduced the Factor f 
Scheme in 1987. The Scheme offers a financial incentive for 
increased domestic research and development and the export of 
pharmaceuticals from Australia. The Factor f Scheme is 
administered by the Department of Industry, Technology and 
Commerce. A further recent initiative aimed at promoting the 
viability of industry is the extension of product patent life. 


Providing equity of access to medication [third arm] in 
Australia is the role of the Pharmaceutical Benefits Scheme, 
which subsidises the cost of prescription medicines of 
established safety and efficacy for the community. 


The quality of use of medication [fourth arm] is the focus of 
this document. For some years, there has been a call from a 
variety of sources for the need for Australia to develop a 
policy on the quality use of medicines. This policy draws on 
community, professional, government and industry experience and 
expertise to address the broad and complex nature of the issues 
involved and to develop a strategy for optimising the quality 
use of medicines in Australia. 


SECTION 2 


NATURE AND EXTENT OF ISSUES IN THE QUALITY E OF MEDICINE 


IN AUSTRALIA 


2.1 Scope and Use of Medicines 


Medicines are substances taken to prevent or to erent, 11 ee 
Medicines cover a wide range of substances from herba ox = 
vitamin and mineral substances and body extracts, to chemica 
substances. Medicines come in a variety of forms from liquids, 
powders, tablets, capsules, injections, creams, ointments, — 
inhalations, medicated bandages. The common feature of medicines 
is that they involve the application to, or intake into, the 
body of natural or synthetic chemicals. As such, medicines can 
be beneficial but they also can cause harmful effects to the 


body. 


Each decision to prescribe or use medicines involves a decision 
which among other things should weigh the likely therapeutic 
benefit for that person against the risks of harm from the 
treatment. 


No one, be it a health professional or a consumer, should become 
complacent about the use of medicines. 


All medicines are capable of producing unwanted effects. Some 
adverse reactions are predictable from the medicine’s 
pharmacological properties and others are not. Appropriate 
medication use may result in adverse reactions that are 
considered an acceptable risk. 


y By Problems 


Medicines are part of everyday life for most Australians. 
Medication, prescribed and/or OTC, was used by 76% of women and 
65% of men at some time in the two weeks preceding the 1989-90 
AustraJian National Health Survey. Specifically, the Survey 
showed that approximately 30% of the population used vitamins or 
minerals, 50% used analgesics, 5% used sleeping medications and 
2% used tranquillisers and sedatives (3). Surveys indicate that 
90% of people over 65 years of age are currently using 
medication (3,4). 


High consumption of medication is associated with: 


: paige risk of therapeutic poisoning (5) 

: € over-prescription of some classes of medicati 

: sub-optimal choice of medicines within theraphatici. = 
categories by prescribers (6), and 
the use of multiple medications by many patients (4) 


Therapeutic poisoning is one aspect of the use of medicines that 
causes concern. Therapeutic poisoning, that is the adverse 
consequences of medicine excluding accidental and self-inflicted 
poisoning, can be divided into two categories. Firstly, 
preventable therapeutic poisoning, which includes such factors 
as inappropriate prescription or use, non-compliance and 
inappropriate treatment regimens. Secondly, non~-preventable 
therapeutic poisoning which describes the occurrence of adverse 
effects in the course of appropriate medicine therapy. Much 
therapeutic poisoning occurs in the elderly and much is 
preventable. 


In a comprehensive record linkage study conducted on poisonings 
by the Western Australian Health Department (5) between 1984-88, 
poisoning was responsible for 1.5% of all hospital admissions 
and 1% of all deaths. Hospitalisation was dominated by 
accidental poisoning in children, self-inflicted poisoning in 
young adults and therapeutic poisoning in the 65 years and over- 
age group. 


The standardised rate of hospitalisations due to therapeutic 
poisoning in Western Australia doubled between 1981 and 1988. In 
1988, therapeutic poisoning caused more hospitalisations than 
either accidental or self-inflicted poisoning, making 
therapeutic poisoning the most common form of poisoning in WA. 
In addition, poisoning in the elderly (65 years +) more than 
doubled over this time (5)- 


A 1987 study conducted in a Melbourne teaching hospital (7) 
estimated that 1.6% of hospital admissions were due to 
therapeutic poisonings. If this pattern is indicative of the 
situation nation-wide, this would equate to a rate of 
approximately 30,000 admissions per year. 


There are a number of studies which although not definitive, are 
nonetheless further indicators of the nature and extent of the 


problem. 


A Fremantle hospital study found that 1% of all admissions were 
actually readmissions within 60 days of discharge due to 
non-compliance with dosage regimens. 12% of readmissions were 
unplanned and 16% of these were either definitely or likely to 
be medicine with non-compliance featuring as the main underlying 
cause. 14% of all readmitted patients interviewed reported 
taking only 75% or less of their prescribed medications. Thus, 
non-compliance is a considerable problem to be addressed in 
relation to the sub-optimal use of medicines (8). 


j study referred to previously also showed that- 
the Victor teractions were responsible for 0.5% of et ee 
admissions (7)- However, it is important to ao : a. 
admissions to hospital reflect only a small proport we Pe ° 
therapeutic poisonings that occur in the wider community- 


rescribed in ways that are 


idelines. A Drug 
a ds in antibiotic 


over-prescribed oe 
h current managemen 
ttee (DUSC) study of tren 
1987-89 has shown: 


Medicines may be 
inconsistent wit 
Utilisation Sub-comm1 
use (6) in Australia for 
he use of antibiotics for the 


an over-emphasis on t eeetract. infections (URTIS) 


treatment of upper respirato 
many of which are viral; and 


that the choice of antibiotic was often inappropriate in 
the use of expensive broad spectrum agents. 
These findings indicate prescribing that is inconsistent with 
recommended clinical practice (9)- 


econd DUSC study from the beginning of 1987 to the end of 
1989 revealed chat the use of lipid-lowering medications in 
Australia had increased from 68,120 to 304,760 prescriptions per 
quarter. This represents a 4.5 times increase in consumption of 
these medicines per head during the course of the study (10). 
Use was extremely high among pensioners, 45% of whom were 65 
years or older. By the end of 1988, this consumption rate was 3 
times that of the highest use in the Nordic countries (that is, 
Sweden and Norway). Further, the data suggest an inappropriate 
medicine selection corresponding to the relative availability of 
drugs and regulatory arrangements at that time under the 
Pharmaceutical Benefits Scheme. 


A total of 10.59 million prescriptions for benzodiazepines were 
dispensed through Australian pharmacies in 1990, enough for 3% 
of the population to take a daily dose (ll). 


The risks associated with long term use of benzodiazepines are 
well documented (12). The majority of benzodiazepines (82%) 
prescribed within Australia were those listed on the 
Pharmaceutical Benefits Scheme, that is, diazepam, oxazepam, 
nitrazepam and temazepam. Benzodiazepine utilisation, or defined 
daily dose/1000 persons/day (DDD/1000/day) for 1990 was 33.73 
DDD/1000/day for Australia. The defined daily dose is the 
average amount of drug consumed per day for the usual adult 
indication as defined by the World Health Organisation’s Drug 
Utilisation Research Group. 


From the Australian National Health Survey (3) it has been 
estimated that 330,000 Australians were using benzodiazepines 
daily for six months or more. The survey confirms that the major 
groups using benzodiazepines are women and the elderly. With the 
use of benzodiazepines for this duration, between 33% and 44% of 


Be tent ; ; ; : ; : : 
oa Ss will experience withdrawal with cessation of medication 


A recent study in a teaching hospital revealed that of all t 
patients admitted, of those taking benzodiazepines, 50% tele 
had done so for a period exceeding six months (14). This level 
of use was also confirmed in a South Australian study of 
residents in aged care accommodation (15). 


Under-use of medication is also a matter of concern. The 1989 
National Heart Foundation Risk Factor Prevalence Study found 
that 17% of men and 13% of women were hypertensive (that is 95 
mm Hg diastolic blood pressure or more, or on medication for 
hypertension). As a proportion of all ‘hypertensives’, 47% of 
men and 23% of women were untreated and presumably undetected 
and 18% of men and 13% of women on treatment were uncontrolled. 
As a proportion of those on medication, 34% of men and 17% of 
women had a diastolic blood pressure of 95 mm Hg or more (16). 


Problems have also emerged in relation to anti-asthmatic 
medication use (17). Reviews of prescribing of anti-asthma 
agents have revealed a high use of bronchodilators and a low use 
of preventive agents, such as disodium cromoglycate and 
beclomethasone. In the light of increasing concern over asthma 
mortality and morbidity and better knowledge about the disease 
process, this ratio would appear to be inappropriate. 


Useful baseline data on the prevalence of asthma and thus the 
importance of raised community awareness and education in the 
management of asthma is provided by a multi-centre survey of 

asthma morbidity (18). 


Significantly, this study of 8755 primary school children (5-12 
years of age) and their parents (13,945 adults) highlighted the 


following: 


the high prevalence of probable asthma in primary school 
children in Australia - 20.7%; 


the reported prevalence of asthma in adults - 7%; 
the diagnosis rate of asthma in children - 75%; 


the under-treatment of those children with probable asthma 
with regular administration of the recommended 
prophylactic medications, that 1S, inhaled disodium 
cromoglycate and/or inhaled cortico-steroids - 25.5%; 


ossible over-treatment with regular inhaled 
Setanasehist bronchodilators of children with infrequent 


symptoms of asthma - 40%; 


utilisation of the recommended tools for asthma 


nd written action plans for 
pins coe nly 6% of children with 


dults diagnosed with 


the under- 


management - pea 
sete asthma. These are used by o 


the symptoms of asthma and 7% of a 
asthma; 
i | is i ed by the diagnosis of 
optimal asthma management is improv egg PC ne 
ted likelihood of an asthmatic having 
en oun endo-tracheal intubation 


k severe enough to require : 
cher ai which they will die is 10%, which again highlights 
the importance of optimal asthma management (19). 


f underuse of medicines relates to vaccines. It 
Bon cauifaied that a vaccination rate of 92-96% for measles 
is necessary to eradicate the disease-causing organism from the 
community. Polio and diptheria require 80-86% to be vaccinated, 
rubella requires 87%. However, Australian immunisation 
statistics in 1989-90 (20) show that only 89% of children aged 6 
years and under are fully immunised against measles; 77% fully 
immunised against polio; and 81% of women have been immunised 
against rubella. Therefore, immunisation rates continue to be 
below that required to eradicate measles, polio, diptheria and 


rubella from the community. 


Multiple medicines use (often called polypharmacy) is also an 
area of concern. The use of multiple concurrent medications is 
not in itself inappropriate. Many patients have more than one 
concurrent illness and the use of multiple medications may ) 
provide significant improvements in terms of quality of life and 
therapeutic outcome. It must be recognised, however, that the 
association between reported adverse drug reactions and the 
number of medicines used is exponential, with a very steep 
increase in reported reactions with increasing number of 
medications (21). 


The patient most a risk of an adverse drug reaction (ADR) in 
this situation is the elderly patient with multiple medical 
problems (7). Principal age-related changes in the 
pharmacokinetic handling of medications predisposed elderly 
patients to elevated concentrations of medications in the body 
for prolonged periods, increasing the potential for toxicity. 
Thus, concurrent medication intake, including non-prescription 
or OTC medication increases the likelihood of ADR’s (22). 


Furthermore, the National Health Strategy Issues Paper Numbe 

J J J 2 N 
identified residents of nursing homes and hostels as very high. 
users of medicines and therefore at particular risk (23.3% 


The Centre for Ageing Studies (4) found, ina 
representati 
righ ta gb pal or older, that 81% were cakine at 
ications an 4% j 
medicines concurrently. ee a 


Results from another recent Australian study of the us 
prescribed and OTC medications ina erahiartiens setting yl that 
of the elderly population studied (N = 2805), 18% of males and 
25% of females were using 3 or more therapeutic classes of 
prescribed medication. Of this group, 56% of males and 76% of 
females were also using multiple non-prescribed or OTC 
medication (24). What this study also demonstrates is the 
predictors of multiple medication use. The use of multiple 
prescribed medication was predicted by the following: 


recent hospitalisation; 
increasing age; 
female sex; and 
increasing depression. 


However, the use of multiple non-prescribed or OTC medication 
was predicted only by female sex and increasing depression. 


Awareness of these biological and psychosocial factors should 
enable the development of educational strategies for those 
Consumers most at risk of multiple medication use and thus the 
increased likelihood of ADR’s and highlights the need for 
regular review of medication in these patients. 


Issues regarding the safe use of medicines, such as storage out 
of the reach of children to reduce the risks of childhood 
poisoning are still serious concerns. Childhood poisoning, 
defined as the ingestion of poisons (not adverse reactions to 
therapeutic doses of medication) is another serious concern. 
Poisoning accounted for 0.5% of all admissions to a major 
children’s hospital, 66% of these were due to medication, the 
most common being benzodiazepines, iron preparations, 
paracetamol and anti-convulsants (25). Since 1956, poisoning 
with medicines such as these had replaced poisoning by household 
agents such as kerosene and pesticides (26). Over 40% of all 


poisoning cases presenting at public hospitals each year are the 


result of ingestion of pharmaceuticals (26% benzodiazepines, 9% 


non-opiate analgesics and 6% anti-depressants) (2). 
medicines correspond to those frequently use by the community. 


The issue of medicine wastage is also of concern. The WA 1987 
Medi-Dump campaign encouraged consumers to take the contents of 
their medicine cabinets to their pharmacist for review. Of the 
medications returned in this campaign, 68% were obtained by 
prescription and 24% were OTC. The proportion totally unused was 


19% (27)- 


consequences associated with t 
o i eli adore American survey of 239 nos pApagese Io 
inpatients, 33% had medicine therapy-related retina een 
mentioned in their charts (28). In a review of: 310), p 


: aes bye 2% of 
j aediatric wards in seven British hospitals, 
peo a general or speciality wards were due to porenen 
drug reactions (29). The elderly are at particular eS é 
relation to medication use (30) and adverse drug a ae a 
severely affect the quality of life of many older a. Me ag 
Indeed, it has been suggested that illness caused by medicatio 


may be the most significant treatable health problem among older 
patients (30). In the United Kingdom, the report of a , 
comprehensive survey of medication among the elderly foun 
inadequacies in the information elderly people were given about 
their medicines, in the record keeping of their doctors, in the 
supervision of their medication and in the care and knowledge 
with which medicines were sometimes prescribed (32). 


In developing this policy, a major analysis and critical review 
of the literature on the quality use of medicines in Australia 


was commissioned (see Appendix I). 
Zea The Health, Economic and Social Costs 


There is good Australian data outlined in Section 2.2 indicating 
the sub-optimal use of medicines in several areas. This is true 
across States, drug groups (including OTC) and population 
categories. 


Figures do not exist which accurately represent the scale of the 
health, economic and social costs associated with the 
sub-optimal use of medicines in Australia. 


Nevertheless, in an attempt to put the problem in perspective, 
it has been estimated that the social costs of non-compliance 
with medication in Australia may be as high as $700 million a 
year (33). However, whilst the problem is clearly significant, 
this estimate is not firm as it is an extrapolation derived from 
several sources. The major source was a single 1979 Study ina 
major Sydney teaching hospital of admissions due to 
non-compliance (estimated national cost $532 million). Estimates 
were also made of the costs of hospitalisations due to: 
non-compliance with therapy for schizophrenia ($4lm); non 
compliance in the elderly ($73m); and coronary heart disease due 
to non-compliance with lipid reduction (diet and medicine) 
therapy ($7.5m). The study also considered the costs of asthma 
diabetes and arthritis but was unable to make any firm : 
estimates. 


Even if the number of admissions due to non-c i i 
-compliance 
that of the estimate made in this 1979 study nionas Bee cone ce 


admissions d ~ i ; 
mitten. ne fo non-compliance would be approximately $260 


-10- 


There has yet to be a comprehensive and well-validated estimate 
made of the economic cost associated with the sub-optimal use of 
medicines in Australia. It is estimated that the Australian 
community overall spends $2.7 billion on medication (both 
prescribed and OTC) per annum (34). The Commonwealth 
Government’s Pharmaceutical Benefits Scheme (PBS), which 
subsidises the cost of prescription medication, costs 51.02 
billion per annum (calendar year 1991). This figure represents 
approximately one-eighth of the Commonwealth Government’s total 
expenditure on health. Government subsidy of medicines through 
the PBS is recognised as a powerful force in keeping down the 
cost of pharmaceuticals. 


Recent years have seen the levelling and decline in the costs 
associated with the PBS through the institution of a variety of 
policy decisions and administrative arrangements (35). These 
include an increase in consumer contribution through the 
introduction of pensioner co-payment in 1990. The impact of 
these arrangements on the quality of use of medicines has not 
been investigated to date. 


There is no Australian evidence to suggest that the quality use 
of medicines will be achieved through cost-containment 
strategies alone, whether it is through consumers sharing the 
cost of medicines or through sensitising prescribers to their 
costs. Information available elsewhere shows inconclusive 
evidence on the overall impact of such strategies. For instance, 
the introduction of a limit on the number of medicines 
reimbursable for Medicaid patients in the American state of New 
Hampshire found that the policy had the unintended effect of a 
twofold increase in nursing home admissions (36). On the other 
hand, the success of a comprehensive ‘value-for-money’ approach 
in Northern Ireland has shown that significant savings can be 
made in the medicines bill through the promotion of a ‘best— 
buys’ drugs list. These savings amounted to €34,000 per medical 


practice per year (37). 
These concerns about the health, economic and social costs 


associated with sub-optimal use of medicines are wider than just 
in health professional circles and are indeed shared by the 


community at large. 


Community Concerns and A Call for a Quality Use of 


2.4 
Medicines Policy 


For the community, the inappropriate use of medicines has been 
an ongoing concern. Sporadic calls for action took on a more 


articulate form by the end of the 1980s. 


-l1l- 


i he use of 
ntin n has been t se 
a are Oe es nnes Efforts in this area from 1983 haNesfOcuse’ F 
ee use of benzodiazepines, non-drug ae chesusaee rec 

i initial concerns forme 
alternatives. These initia ot gin 

i se awareness among consume 
ee wu cen Ee. es i better chance: try to avoid 
such as "Give your feelings a be 

eee iseres and/or prescribers in NSW, Victoria and Western 


Australia. 


uing concer 


ifi i "Too Much 
followed by other specific studies such as , 

weeeerod Thing! (38) which examined the use and understanding 
of two groups of medicines by 100 older Australians. This study 


started to examine the nature of quality of use problems from 
the consumers’ perspective. 


Perceived lack of progress to combat inappropriate use of 
medicines led the organised consumer movement to produce its own 
blueprint for action. In April 1989, the Consumers’ Health Forum 
of Australia (CHF) published a document entitled “Towards a 
National Medicinal Drug Policy for Australia". The paper argued 
that, while Australia has been relatively well served in terms 
of ensuring quality, safety and efficacy of pharmaceutical 
products and in ensuring that most Australians were not denied 
needed medicines, the Government had failed to address the 
‘quality of product use’ issue. 


The paper also put forward the view that a National Medicinal 
Drug Policy would provide overall direction for all aspects of 
medicines and is needed to provide a framework in which the 
quality use of medicines can be addressed. 


Under the auspices of the Australian Council on the Ageing 
(ACOTA), a national conference on older people and medications 
was held in November 1990. One of the major aims of this 
conference was, for the first time, to create a coalition of 
experts and relevant bodies to address the factors involved with 
the inappropriate use of medicines. This conference highlighted 
the Significance of environmental factors such as poverty, 
inadequate housing and social isolation in contributing to the 
inappropriate use of medicines. 


April 1991 saw the Consumers’ Health Forum (CHF) combine with 
the Australasian Society of Clinical and Experimental 

pi eta a Toxicologists (ASCEPT) to hold a two-day 
workshop entitled ‘’Rational Prescribi = 

Medical Educators’ (39). we ct ae 


This conference examined when, what and how medi 

practising doctors should be taught about racionaPe aceite aes 
and indeed, how this teaching could be sustained through th ng 
prescriber’s life. Another significant outcome was Sie nail 1 
emphasis placed on the importance of good communication a 
health professionals and consumers in order to mie 
quality use of medicines. may ee promote the 
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The social research into the medication issue b i 
sector contributed to the increasing concern Sea i eee 
groups. Health professionals themselves increasingly examined 
inappropriate prescribing in hospital settings and in the 
community (40). This widespread concern also led to the Drug 
Utilisation Sub-committee (DUSC) work in this area, referred to 
earlier in this document. 


There have also been studies and recommendations made by a Joint 
Parliamentary Committee, by a House of Representatives Standing 
Committee, by the Commonwealth Department of Health, Housing and 
Community Services as well as numerous community organisations. 
In addition to this activity, there have been several inquiries 
and reviews conducted by different elements of Government which 
examined various aspects of the pharmaceutical issue (see 
Appendix II). The impetus for a Policy on the Quality Use of 
Medicines is clear. 


These studies and reports have also reflected the major 
community concerns about perceived consumer confusion and 
potential for their increased exposure to risk and harm due to 
medicine use. Issues identified by consumers as contributing to 


the problem are: 


lack of information available to consumers; 

poor communication between consumers and health 
professionals; 

‘ cultural diversity, including poor English skills; 

‘ unclear labelling and inappropriate packaging of 
medicines; 

environmental or structural constraints. Such 
constraints include the absence of non-drug 
alternatives in some geographical areas and the price 


of pharmaceuticals. 


Issues identified by the other players as contributing to 
the problem include: 


lack of teamwork and communication between health 


professionals; 


environmental or structural constraints such as: 


- the potential for confusion and wastage arising from 
the split in the delivery of pharmaceutical services 
between public hospital pharmacies and the 
Pharmaceutical Benefits Scheme; 


= professional isolation; 
time-based remuneration systems; and : . 
- in regard to pharmacy, remuneration for pharmacists 


time in counselling. 
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i ‘ated with the 
‘tical response to the issues associa 
a gr aeenaie of P edicines was announced in the May 1988 


Economic Statement where the Federal Governmaagagi}ocn ee 
ducation program 
ae Ba ipti dication. Prescribed 
opriate use of prescription medication. 

Ree cnt kon was. targeted because of iene Fy er pune ote 
ising cost of the Pharmaceutica ene 

PBS pie ee ion Program has since funded a wide varie 

harmaceutical education activities. These have pac lade 

ACOTA and CHF/ASCEPT meetings described above, as well as 

initiatives from consumer groups and the medical, pharmacy 


and nursing professions. 


As alluded to earlier, the desire to do something in 
Australia to improve the quality of use of medicines is 
shared by all the major players, including prescribers (both 
general practitioners and specialists), nurses, pharmacists 
and consumers. However, the general environment in which the 
PBS Education Program operated was far from conducive to the 
promotion of the appropriate use of medication. Rather, the 
situation could be characterised by a lack of communication, 
and even animosity, between the major players. 


Historically, the relationship between doctors, pharmacists 
and other health professionals did not provide scope for 
open discussion of quality of use issues. A similar 
situation existed for the relationship between consumers and 
most health professionals. Indeed, each party held different 
perspectives on the nature of the problem and how it should 
be addressed. 


Perhaps the most significant contribution made by the PBS 
Education Program was the signal it gave to these groups 
that the Government understood the significance of the 
quality use of medicines issue. Initiatives of the 
Commonwealth Department of Health, Housing and Community 
Services in the area of pharmaceutical education date back 
to 1988, but it was in September 1989 that the first meeting 
of id =e Education Advisory Committee (PEAC) 
was held. 


PEAC’s role is to co-ordinate the Department’s activities in 

pharmaceutical education, across the several areas 
interested in promotion of quality use of medicines. 

Further, the Department acknowledged that in order to effect 

change in the pharmaceutical environment, the active 

participation of both professional and community groups was 

essential. To this end, the Pharmaceutical] Health And the 

eh, a <a Medicines (PHARM) Working Party and 
ustralian armaceutical Advi j 

established (see Figure LD). an! dubtaiaaaiere ania 


Australian Pharmaceutical Advisory Council (APAC) 


Reports directly to the Minister, advising on priorities for action. 


Representative of all community and professional groups working in the 
pharmaceutical environment 


. Reports on the current status of National Medicinal Drug Policy development 


Discusses issues as proposed by members, Government, PEAC or PHARM 


The Secretary 
Liaison with PHARM to identify issues and problems and assist in the development and 
implementation of strategies to address these problems. 


Pharmaceutical Health And the Rational use of 
Medicines (PHARM) Working Party 


. Provides expert advice drawn from PEAC, 
professional and community organisations to the 


Minister 


Pharmaceutical Education Advisory Committee 
(PEAC) 


. Co-ordinates the Department's activities in pharmaceutical 
education 


. Responsible for the development of a Policy on the 
Quality Use of Medicines 


. Liaison with ADEC, PBAC and DUSC where appropriate 
Identifies and reviews issues and problems referred 
by PEAC and APAC 


. Contributes to the development of a Policy on the Quality Use of 
Medicines 


. Organises the implementation of educational 
activities and strategies 


. Recommends objectives and priorities in pharmaceutical 
education activity 


. Reviews funding applications and makes 
recommendations in accordance with strategy and 


. . . 
waste rae te ac 


. Reviews Departmental funding of education activities in 
arcardance with nnantiec 
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of these new bodie 
eee s a key factor in 


to quality of use, wa fac 
harmaceutical environment. Inviting experts 


ate community and professional groups to 
have direct input to defining the issues began to move the 
quality of use debate from a position of confrontation to 


one of co-operation. 


The establis 
issues related 
changing the pnhé 
and the appropri 


The use of medicines should be associated with substantial 
benefits to the community and minimal harm or cost. Benefits 
include reduced cost of medical care, increased life-span 
and quality of life, reduction in the prevalence of many 
serious diseases (eg. smallpox) as well as economic, social 


and individual advantages. 


Definitive studies are required to investigate the actual 
contributions of medication in these areas. One important 
outcome must be the level of satisfaction of consumers. 


The costs and problems in quality use of medicines will 
change or be better defined over time. There are still no 
comprehensive and well-validated studies which document the 
costs associated with the inappropriate use of medicines. 


However, existing evidence shows the nature and range of the 
problems and validates the concerns expressed by community 
and professional groups, PHARM, the organisations 
represented on APAC and the Government. Lastly, and in 
contrast to the way in which quality of use issues have been 
addressed in the past, there now exists a fertile 
environment for co-operation and change in Australia. 
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SECTION 3 


LT INE 


3.1 What is Quality Use of Medicines? 


This policy endorses the following definition of quality 
drug use:- 


Drugs are often required for prevention, control and 
treatment of illness. When a drug is required, the 
"rational use of drugs demands that the appropriate drug 
be prescribed, that it be available at the right time at a 
price people can afford, that it be dispensed correctly, ~- 
and that it be taken in the right dose at the right 
intervals and for the right length of time. The 
appropriate drug must be effective, and of acceptable 
quality and safety....The formulation and implementation 
by governments of a national drug policy are fundamental 
to ensure rational drug use." 


World Health Organisation, 1987 
3.2 Policy Goal 


Recognising that many people maintain health without medicines 
and further recognising that medicines play a very important 
role in curing disease, preventing illness and maintaining 


health, the goal of this policy is: 


to optimise medicinal drug use (both prescription and 
OTC) to improve health outcomes for all Australians. 


3.3 Policy Objectives 
The objectives of a policy on the quality use of medicines are 
to achieve: 


Judicious selection of management options ~- 


defining the role of drugs in treating illness and 
maintaining health and recognising that the management of 
many disorders requires the consideration of non-drug 


therapies; 


ropri oice Oo edicine a osage regimens ~ 


i individual 
oosing the most effective drug/s for the in dua 
sonodiied taking into account their clinical condition, 

risk, benefit, dosage, length of treatment, cost, 


appropriate monitoring etc.-; and 
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Safe use 
ji i - ility to 
inimi misuse, over-use, under-use, the abi 
es) gene : : lve medication-related 


take appropriate actions to 50 : 
st eg. adverse effects, management of multiple 


medications etc. 
3.4 Approach 
3.4a The Players 


In developing and implementing strategies and innova 
techniques to achieve the quality use of medicines, a 
partnership is required between: 


tive 


those who take or consider taking medicines; 


those who prescribe medicines; 
those who dispense, facilitate and monitor their use; 


those who make, market, distribute and sell the medicines;- 


and 
the Government who, in the public interest, monitors 


safety and efficacy and provides equity of access to 
medicines. 


Therefore the four major players are: 


consumers and their carers, especially of the children, 


aged and disabled; c 
‘ health professionals (doctors, pharmacists, nurses and 
others) ; 
. government; and 
° industry. 


3.4b The Strategy 


The key strategies to achieve the goals of this policy are: 


‘ os ean of all groups; and 
° the creation of an environment conducive to peopl i 
cr e makin 
decisions and taking actions that will primi oa, Che 2 
quality use of medicines. 


Education means providing people with the tool j 

awareness, knowledge and information, skills, Fe coureeen nee 
motivation to take actions that are successful and satisfyi 
The creation of an environment conducive to the qualit eee 
medicines means the identification, analysis and inatanee acs 
of options to overcome structural and other operatin ae eae 
constraints affecting the way people live and work. ? 


A framework has been develo 
: ped that allows the inci 
occ: a pom community supe face ancceees 
ppiied appropriately to the concept 
dovelaveitice cart Ste age framework allows arte to be 
an or combination 
can be used across groups to promote more interaeei ia 
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The principles used for the development of the f 
explained in detail in Appendix ITT. » fromeuyes A50 


In addition to addressing structural issues and developing sound 
educational strategies, other principles are important. Groups 
should be encouraged to identify their needs and priorities. 
Programs need to involve users in their design and 
implementation and provide a sense of competence, ownership and 
participation. These programs must take account of the context 
and realities of people’s lives. Actions taken to improve the 
quality use of medicines should also take into account the 
ethical and legal rights, obligations and responsibilities of 
all players, including high professional standards of practice, 
set and monitored by relevant peer groups. 


Strategies developed must take into account the social 
environment and the levels of interaction at which problems 
arise and decisions are made. These are: 


the individual, the inter-personal (eg. health 
professional-patient interaction) ; 


the group, organisation and community level, (eg. consumer 
and professional organisations); 


the political (eg. legislative and structural change); and 


. existing social networks. 


The approach taken in the policy is that the major focus should 
be on consumers and health professionals who make decisions on 
the use of medicines and take actions daily. They should be 
empowered to choose and use OTC and prescribed medication well. 
The role of government and industry is to support health 
professionals and consumers in doing this. The media also has an 


important role to play. 


3.4c¢ A Framework for Strategy Development 


this is called the Quality Use of 
es III & IV). It is a visual 
jor players in a partnership. 


The framework developed for 
Medicines Pyramid (see Figur 
representation of all the ma 


amid identifies three levels for strategy development. 
cnase 1avele refer to the degree of intensity of an individual’s 
participation in quality of medicines use and apply rept" 
consumers and health professionals. This approach can also 
applied more globally to groups and organisations such as 


government and industry: 


use of medicines, relies on the 
interaction of four faces: 


. Health Professionals 


. Regulatory 
. Consumer 
. Industry 


FIGURE II] 


INDUSTRY 
FACE 


The Quality Use of Medicines Pyramia 


The goal of the pyramid, the quality 


HEALTH PROFESSIONALS 
FACE 

. Specialists 

. Nurses 

. Pharmacists 

. General Practitioners 

. Others 


CONSUMER 
FACE 


Level 3 
The Action and Evaluation Level 


> Knowledge, awareness and action needed to use 
medicine safely. It involves issues of monitoring 
positive and adverse effects, quality assurance 
and problem solving. 


Level 2 
The Knowledge and Skills Level 


> Knowledge skills and resources needed to 
make appropriate decisions at a personal and 
interpersonal level. 


> Issues important in deciding, prescribing and 
advising about medication in an informed 
way, aware of preventative options and 
choices for individuals. 


Level 1 
The Awareness Level 
> Awareness of medicines as a health issue. 


> Community attitudes and beliefs about the 
risks and benefits associated with medicines 
(including those of health professionals, 
industry and government). 


> The goal at this level is to provide an 
environment conducive to optimal use of 
medicines, prior to any decision to prescribe 
or self-medicate. 


FIGURE IV 


Quality Use of Medicines Pyramid 


en 


Players 
Consumers 
Health Providers 
Industry 


Government 


Goal 
Knowledge 
Skills 
Resources 
Attitudes 


Awareness 
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Level 1: Awareness 


Educational strategies at this level aim to: 


raise awareness of medicines as a health issue; 

explore and change community attitudes and beliefs about 
ot risks and benefits associated with medicines 2 
(including those of health professionals, industry an 


government); and 


provide an environment conducive to optimal use of 
medicines, prior to any decision to prescribe or 


self-medicate. 
Level 2: Knowledge and Skills 
Educational strategies at this level aim to: 


‘ provide the knowledge, skills and resources needed to make 
appropriate decisions at a personal and interpersonal 
level; and 


: describe issues important in deciding, prescribing and 
advising about medication in an informed way, aware of 
preventive options and choices for individuals. 


Level _ 3: Action and Evaluation 
Educational strategies at this level aim to: 


‘ provide the knowledge, awareness and action needed to use 
medicines safely. They involve issues of monitoring 
positive and adverse effects, quality assurance, problem 
solving, positive reinforcement and feedback. 


The Policy on the Quality Use of Medicines requires a 
multi-level and multi-strategy approach, especially given that 
not all people will have the desire, motivation or need to work 
through all levels of the pyramid. Further, the Policy 
recognises that educational strategies need to be: 


of reasonable duration; 


provide co-ordinated and consistent messages; 
adaptable; 


research-based; and 
have an evaluation component. 


-19- 


3.4d Partnership 


Each of the major players has a role in promoting the quality 
use of medicines. The need for consultation between each of the 
major players (consumers, health professionals, government and 
industry) concerning the nature of the problem, the definition 
of terms and the need for action in response to problems that 
arise from time to time is very important. In this regard, the 
primacy of the relationship between the prescriber and the 
consumer is acknowledged. 


The pyramid shows graphically the great need for groups to work 
together. The aim of this policy is to stimulate links, 
communication and cross-fertilisation between the players. This 
is especially important given the potential impact of this 
policy on other areas of Australia’s National Medicinal Drug 
Policy. Recognition of this fact was reflected in the 
establishment of the PHARM Working Party. 


3.4e Policy Goals for Each Player 


For Consumers and Health Professionals: 


° to make consumers and health professionals more aware of 
the risks and benefits of medicines, the possibility of 
non-drug alternatives and the importance of a healthy 


life-style; 


‘ to give people the information, skills and resources to 
make decisions and take actions that enable the wise use 
and choice of medicines when required; and 


to help people develop skills and confidence to use 
medicines safely and seek help to solve problems when they 


arise. 


The quality use of medicines will enable consumers to be more 
self-reliant and knowledgeable, and maximise the health benefits 
associated with the use of medication. 


the quality use of medicines should 


provide the skills and support required to achieve better health 
outcomes for patients, thereby increasing job satisfaction and 
making the health professionals’ work easier. 


For health professionals, 


For Government: 

to develop and implement this policy ; 
to co-ordinate existing relevant Government programs; 
and 

and environmental issues 


j tigate the structural avi 
a eae of medicines. 


which affect the quality use 
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andes context of health policy development 

he Government provides, drug 
fits Scheme, health promotion 


This policy wens : 
medicines in the : 
and the range of other services t 


evaluation, the Pharmaceutical Bene 
programs etc. 


For Industry: 


stry to continue the development of safe 


ourage indu : : ; 
ital id ? ducts to cure illness and maintain 


and effective pro 
health; 


to market and promote their pharmaceutical products in a 
manner that facilitates quality of use; 


to encourage industry to provide good quality information 
and education services that are conducive to promoting the 


quality use of medicines; and 


to discourage information and education activities that 
are not conducive to the good quality use of medicines. 


For industry, this policy encourages the quality use of quality 
products. 


3.5 Major Strategic Policy Components 


In developing strategies, this policy has tried to identify 
approaches that will: 


; empower consumers to use medicine well; 

F empower health professional (doctors, pharmacists, nurses, 
others) to help consumers use medicine well; 

. define what constitutes effective education; 
define what combination of information, skills and 
motivation will be effective for different groups in 
Australian society; 

‘ define the standards that should apply and who should set 
them; and 
work in practice. 


Five key areas have been identified for the development and 
provision of basic prerequisites for facilitating the quality 
use of medicines (Figure V illustrates these components and 


Figure VI gives some examples of initiatives in each area). 
These are: 


F the provision of objective information and the ethical 
promotion of medicines; 


the facilitation of good training for ali 
use of medicines; J ot 


: the provision of important consumer services; 


olicy on Quality Use of Medicines 
Major Components = su» 


| Campaigns 


Consumer 
Services 


Education 
& Trainin 


Provider 
Services 


Objective 
Information 


Major Strategic Compo 


Ethical Consumer 


Promotion Education for 
Self-Reliance 
National Schools Kits 
Therapeutic & 
Guidelines Adult Learning 
Independent Core Curricula & 
Journal communication 
skills for 
Providers 
Consumer Undergraduate, 
Medicines Postgraduate 
Information and Continuing 


education in the 


context of future 
practice 
Product 2 
Information Multi- 
for health disciplinary 
professionals Team Approach 


Awareness 
Motivation 
Confidence 


Medication 
Records and 
Review 


Compliance 
Aids 


Alternative 


non-drug options 


Disposal of 
Unwanted 
Medication 


Facilitation 
of consumer- 
developed 
programs 


Stimulate 
Teamwork 


Academic 
Detailing 
Services 


Models of 
Practice 


Audit & 
Feedback 


Critical 
Appraisal of 
Promotion 


nents 


FIGURE VI 


General 
Awareness 


For target 


groups, eg. 
Elderly 


For target 
conditions, 
eg. Asthma 


For target 
medicines, 
eg. 
Analgesics 


For target 
issues, eg. 
Out-of-date 
Medication 
or changes to 
the PBS 
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‘ the provision of important services to health 
professionals; and 


; regular educative campaigns targeting general or 
specific issues that are raised in relation to use of 
medicines. 


3.5a Provision of Objective Information and the Ethical 
Promotion of Medicines 


i. Objective Information 


Objective information is needed by consumers and health 
professionals to provide basic high quality data and facilitate 
informed decision-making. 


An important issue in relation to objective information is the 
difference between product information and guidance for 
prescribing. The dissemination of approved product information 
is important in informing prescribers about the way to use 
particular products. Guidance for prescribing considers the 
relative merits of a particular medicine and its role in the 
management of disease. This is much more an area of considered 
opinion and needs to be seen to be independent and 
authoritative. 


Consumers also need access to information about products and 
treatment options available. 


All this information should be: : 
based on agreed standards; 
available, accessible and understandable by users; 


flexible and provided in a variety of forms suitable for 
users; 


independently sourced with no advertising associated with 
Ga 

relevant to the wants and needs of users, especially those 
of aboriginal, non-English speaking and varying ethnic 
backgrounds; and 


ethically promoted. 


ude user groups in its development and 


ferably incl one 
it sheets p= 74 lness and acceptability. 


be pilot-tested for usefu 
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$i, Ethical Promotion of Medicines 
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dorses the ethical crite ee crane 
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medicinal drug promotion sup 
health care through the rational use o 


the task of ensuring that industry advertises 
thical manner is the 
lf through self-regulation. 


riate measures to ensure 
ports the aim of improving 
f drugs" (41). 


In this country, 
and promotes its products in an e 
responsibility of the industry itse 


The Trade Practices Commission in a recent review (42) found 
that reasonable standards have been achieved in relation to 
self-regulation of promotion by both the Australian : 
Pharmaceutical Manufacturers’ Association and the Proprietary 


Medicines Association of Australia. 


It noted that, while the industry self-regulatory system had 
been effective in reducing the problem of misleading 
advertisements, there was still room for further improvement. 
The TPC made a number of recommendations to achieve this goal, 
including independent audit and monitoring of pharmaceutical 


promotion. 


This policy supports the principle that health professionals and 
consumers should be educated to adopt a critical approach to all 
types of information about medicines and non-drug alternatives, 
including pharmaceutical promotion and other sources of 
information and should be encouraged to participate in the 
monitoring process. 


3.5b Education and Training 


Appropriate training provides the prerequisites of knowledge, 
skills and awareness for quality use of medicines for all 
groups. This education should occur within a quality use of 
medicines framework which allows discussion of the role of 
medicines in health. 


The aims are: 


‘ to stimulate the development of education about health and 
the role medicines play in maintaining and restoring 
health at primary school and high school levels and in 
Bee eee forums of adult education. The 
participation of health care workers i i i 
should be considered; iiss ig mae 


3.5¢ 


The aim is to support an 
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to ensure adequate emphasis on communication skills as 
part of the undergraduate and post-graduate training of 
health professionals. These skills include: 


- listening 

- non-judgemental attitude 

- verbal and non-verbal communication 

- use of non-technical language 

patient education 

- special skills for particular groups, such as the 
elderly, people from non-English speaking 
backgrounds, the intellectually disabled etc. 

- supportive written take-home information providing 
specific instructions. 


to develop good quality curricula in clinical pharmacology 
and therapeutics, and the teaching of quality use of 
medicines skills in the context in which they will be used 
for general practitioners, pharmacists and nurses. 
Integral to this is the overall promotion of the relevant 
speciality of clinical pharmacology including expanding 
training and career opportunities; 


to encourage hospital-based training of health 
professionals to provide the skills and orientation 
relevant to later community practice. This could be 
achieved by the formation of hospital-based quality use of 
medicines committees comprising both hospital and 
community-based health professionals and consumers; 


to teach critical appraisal skills for assessing 
information provided by drug companies or other sources; 


and 


to ensure that the best of these are available at 
under-graduate, post-graduate and continuing education 
levels and to encourage a multi-disciplinary team approach 
right from under-graduate education between these three 


professional groups. 


onsume ervices 


d stimulate the development of a variety 


of programs that help consumers to become : 


more aware about medicines and their benefits and risks; 
to ask for more information 


‘vated and confident ; 
aie spin eI to seek it from appropriate 


from health professionals or 
sources; and 
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rs in this area, such as medication 


lp consume 
Resources to he!p should be evaluated and/or 


records and compliance aids, 
developed as appropriate. 


3.5d Provider Services 


The aim is to develop and deliver services to help providers: 


ective information and other services to solve 


to use obj 
prescribing problems they encounter in practice; 


practical 


to develop more knowledge and skills to improve the 
quality of their practice; 


to use academic detailing and other methods (such as 
national therapeutic guidelines) which assist them in 
developing their professional standards; 


to become interested in self-audit about prescribing and 
dispensing practice; 


to stimulate more teamwork in everyday practice between 
health professionals and to help professionals develop 
skills to more critically appraise information they 
receive from drug companies and other sources; and 


; to develop different models of practice and better 
integrate the services provided by all health 
professionals. 


3.5e National Educative Campaigns 


There is an on-going need for both general awareness c i 

and those that target specific problem areas identified be the 
Drug Utilisation Sub-committee (DUSC), professional/consumer 
groups, or by research Carried out by various bodies. The focus 
of such campaigns might be the elderly, or a disease condition 
such as asthma, or a particular drug group such as analgesics o 
particular situations such as medicine use in hursing homes : 
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3.6 National Co-ordination and Facilitation 


Activities within the five areas identified above (3.5a to 3.5e) 
need to occur at many levels. 


Some important initiatives to promote the quality use of 
medicines in Australia are already being undertaken. Examples 
are the production of an independent journal, the preparation of 
prescribing guidelines, the development of consumer education 
materials and the conduct of academic detailing programs. Other 
activities such as services to health professionals and 
consumers, and national educative campaigns need to be 
facilitated or developed. 


The quality use of medicines is predicated on the close 
involvement of groups which set professional standards of 
practice and understand the needs and concerns of community 
groups. A strong principle underlying the approach to optimising- 
the use of medicines is to stimulate and support initiatives 
within local communities or professional and consumer groups and 
to support existing groups already developing initiatives 
wherever possible rather than ‘reinventing the wheel’. 


A mechanism is therefore needed that facilitates, co-ordinates 
and supports initiatives at State, regional and local levels in 
a way that honours this principle. This co-ordinating mechanism 
will operate most effectively by being set up outside 
government. 


In this respect, the quality of use arm of the National 
Medicinal Drug Policy is different to the other arms, which sit 
well within government; i.e. the Therapeutic Goods 
Administration, Pharmaceutical Benefits Scheme in the 
Commonwealth Department of Health, Housing and Community 
Services and the ‘Factor f’ program within the Commonwealth 


Department of Industry, Technology and Commerce. 


3.7 Relationship to the Commonwealth Department of Health, 
Housing and Community Services and the Other Arms of the 


National Medicinal Drug Policy 

sponding section or branch within the 
Department that develops policy in the quality use of medicines 
area. It is vital also that there exist a mechanism for the four 


arms of the National Medicinal Drug Policy to come together at 4 


ithi i - tion is 
senior level within government. This level of co-opera 
necessary to ensure that the objectives, of each arm are met 
without adversely affecting outcomes in other arms. 
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i j ting the 
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hanism. 


The overall — a 
objectives of the Na 
= to be assessed by such a mec 


i j discussion and debate. In 

are many issues that require 

_ eee ree important that the four arms are able to stay 
commentary on the effects of decisions in 


separate and provide ac ye Degsilped 
issues in another. However, in many 
one area on the 1 Spe 


combined approach working in partnership between arm 
national drug policy will be required. 


xample, the process in Therapeutic Goods Administration 
cis Se adiee lopment of objective and evaluated product 
information and patient information 15s developed is of vital 
concern to quality use of medicines. However, the wealth of 
other important information developed by different groups 
outside the industry/government regulatory process demands a 
mechanism for ensuring that it meets appropriate quality of use ~ 


standards. 


In the Pharmaceutical Benefits area, it is important that 
combined approaches of regulation and education be developed to 
respond to certain situations. There are several examples that 
could illustrate this. One concerning the H2 receptor 
antagonists is given in Appendix IV. Another example concerns 
analgesic use in the community. The relative effectiveness of 
scheduling to limit consumer access versus review of marketing 
approval for ineffective or inappropriate indications, versus 
education to encourage appropriate and safe use for consumers 
has been debated. Some combined approach using all three 
strategies might produce a more powerful result that decreases 
risk and harm and increases appropriate and safe use. 


In addressing issues concerning the viability of the 
pharmaceutical industry, debate should occur between, on the one 
hand issues affecting the economic welfare of Australia 
addressed by the ’Factor f’ program, and on the other hand 
issues affecting the health of Australia addressed by the other 
three arms of a National Medicinal Drug Policy. Policy decisions 
should reflect balanced consideration of both the health and 
economic perspectives. 


The continued existence of a body such as APAC in idi 

direct advice to the Minister nn representative ete the 

community is important for two reasons. The first is that such a 
body serves to identify and seek solutions to issues of concern 

to various community, professional and industry groups 

Secondly, it is an important conduit by which to gain the 


Support of th initi 
=e bala ese groups for initiatives that respond to these 
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3.8 Evaluation 


3.8a Quality Use of Medicines Qutcomes 


Deciding on which indicators of the quality use of medicines are 
appropriate and. how they should be measured and interpreted is 
peaaatan of the policy co-ordinating mechanism (see Section 


The formulation of outcome measures should necessarily involve 
the relevant groups as these indicators must be acceptable to 
those groups whose actions are being interpreted. For example, 
outcome indicators are not, by definition, standards. The 
process of setting standards must involve the groups to which 
they will apply, obtaining their agreement that such standards 
are both desirable and achievable. It is also vital that this 
same process calls for such standards to be used appropriately 
in making judgements about actions. 


Deviation from the norm, whether in terms of average. cost or 
average volume of prescribing, cannot be an acceptable basis for 
judging the appropriateness or quality of prescribing. The norm 
really describes current practice, and may reflect ‘good’ or 
‘poor’ quality prescribing. For this reason, setting standards 
in terms of percentage of prescriptions written will not 
necessarily be acceptable. A knowledge of the context and 
frequency of clinical problems presenting to the physician 
concerned is needed before appropriate judgements can be made. 
These judgements are best made by the prescriber’s peers. 


The way Health Insurance Commission (HIC) data is used and 
interpreted in this sense is extremely important and a sensitive 
issue in the medical community. All agree that fraud is wrong 
and should be detected and penalised, and these are clearly the 
tasks of the HIC. Further, as an information service, the 
feedback of HIC data on prescribing to individual doctors is 
likely to be welcomed by them. However, the interpretation of 
this data and judgement about the appropriateness of prescribing 
requires peer expert knowledge of the practice profile and the 
pattern of clinical problems presenting to the prescriber. 


3.8b Data Sets and Indicators 


rtant data sets that have been identi 
ines outcomes are outlined below: 


The impo fied for quality 
use of medic 
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Health Indicators 


e Australian National Health Survey ( ANHS ) 
ureau of Statistics provides: 


of medication use by the whole 


Th carried out 
A. 
by the B 
information on the extent 
Australian population; 
information on the use of health services in general and 
for certain specified conditions. 


Therefore, some broad conclusions can be drawn about the usage 
of medicines and health consequences. 


ut every five years. It is important for 
monitoring the quality use of medicines that this survey 
continues to collect data on medication usage. A quality use of 
medicines co-ordinating mechanism should increasingly provide 
input to the scope and type of questions asked about medicines. 


The survey is carried o 


B. National Morbidity and Prescribing Surveys: 


These surveys of general practice link indications with 
Management decisions, in particular, prescribing. Some judgement 
of the appropriateness of prescribing can thus be made. 


There are two approaches currently available: 


- ongoing surveys provided by market research companies such 
as IMS and Walsh International; 


3 occasional morbidity surveys; the Family Medicine Research 
Unit at the University of Sydney has developed the 
methodology and is responsible for the recently completed 
survey. 


The quality use of medicines co-ordinating mechanism (and DUSC) 
should es tee tie Bae purchase of market research and sales data 
on a regular basis for specific purposes related to j 

the quality of use of medicines. a ercoumies 


The morbidity surveys need to be carri 
every five years. rried out regularly, perhaps 


Cs Hospital Admissions Casemix Program: 


This program could provide data on admissio 
; 7 ns fo 
diagnoses, for example, therapeutic poisoning. r various 
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ii. National Data on Dispensing 


The best database is that of the Drug Utilisation Subcommi 
(DUSC) of the Pharmaceutical ieee re Advisory BO a 
provides data based on dispensing by community pharmacists of 
prescription medicines. It allows trends and levels of 
dispensing to be monitored and allows identification of 
potential problems in the use of medicines. This data set needs 
to be supported, maintained and expanded to include, if 
possible, hospital dispensing for which there is currently no 
national data base. 


iii. Social Indicators 


Methods of measuring social indicators relevant to quality use 
of medicines issues need to be developed and updated regularly. 


Examples of these are: 


“ perceptions of the major consumer, professional, industry 
and government groups, as well as those of community-based 
organisations with a specific health focus, for example, 
Diabetes Australia, the Arthritis Foundation: 


- awareness; 

- knowledge; 

- access to information; 

- skills; 

- use of resources; 

- actions taken to solve medication-related problems; 
- satisfaction; and 

- perception of problems. 


iv. Cost 


The cost of medication to the community either through the PBS 
or overall should be monitored. Means of measuring the cost of 
poor quality use of medicines and its impact on health outcomes 
should be developed. Any impact resulting from changes to the 
PBS, on either equity of access or the quality use of medicines, 


also needs to be monitored. 


3.8c e Nee ° e udie 


i indicators need to be measured in order to give a 
fiers phecuse of how the major objectives of this policy are 
being achieved. Focused studies are nee 
admission rates for therapeutic poisoning 
especially of unused medicines. 
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These studies need to be carried out at local, regional and 
State levels. There is some evidence of the nature and extent of 
morbidity due to inappropriate medicine use in health care 
institutions but very little in the community. 
medicines should yield substantial benefits 
care institutions but also in the wider 


community through better health outcomes, better medicine use, 
increased national productivity and quality of life. It will be 
on these end points that the success of the policy will be 


judged. 


The quality use of 
not only in health 


— ae 
SECTION 4 


CONCLUSION 


The proposed policy on the quality use of medicines will 
roduc 
better health outcomes for Australians in several ways. J 5 


Firstly, the recommendations made in the proposed policy will 
contribute significantly to the ability of the four arms of a 
National Medicinal Drug Policy to work together. The 
Pharmaceutical Benefits Scheme (PBS) is acknowledged as one of 
the most equitable schemes in the world. This policy will 
encourage Australians to use the PBS as well as possible. 


It will also result in the development of agreed performance 
indicators by which both the quality of use of medicines and the 
cost-effectiveness of the PBS can be assessed. Such indicators 
must include increasing the judicious selection of management 
options, increasing the appropriate choice of medicines and 
dosage regimens, and increasing the safe use of medicines. 


Further, the proposed policy indicates the means by which 
Australia’s high standards of manufacture and testing are not 
undermined by inappropriate use. 


Neighbouring countries are also developing national medicinal 
drug policies in which quality of use is an important 
consideration. The educational expertise, methodology and 
products developed by this policy will themselves be exportable. 
Also, the implementation of this policy will firmly establish 
Australia as a major player in this important area, both within 
our region, and within the larger membership of the World Health 


Organisation. 


Another major benefit to Australia offered by this policy is 
that it offers a mechanism whereby key short and long-term 
educational initiatives can be put in place. 


These initiatives will: 


make consumers and health professionals more aware, ; 
informed, skilful and motivated to use medicines well, in 


combination with healthy life-styles; and 


create strong links and co-operation between health 

professionals themselves, and between them and consumers. 

Thus, when particular problems are identified, a strategy 

and action plan can be quickly developed. 

Through the implementation of this policy, the rag ap os 
ici ill yie 

Tee aEeations but also in the wider community through better 

health outcomes, 


ductivity and quality of i 
Prat the paccess of the policy will be judged. 
| 


\. 
toon 56 


a0. 
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SECTION 1 
1.0 Comments on the document: 
A communication strategy for the promotion of rational use of 


PBS drugs 
Assessing information sources used for this document proved 
to be difficult due to: 


x lack of referencing details given within the document. 
* the use of specific sections of information which ane 
passed between government reports and press releases withou 
(a) being referenced to any sources (e.g. -++++20,000 
admissions to hospitals per year are a result of illness 
attributable to pharmaceuticals..." or (b) being referenced 
in a "carte blanche" fashion through the title of the 
government document from which the information was obtained 
* inability to access certain government documents. 


The only major query with the document involved the statement 
",..social costs of non-compliance with pharmaceutical drugs 
in Australia may be as high as $700 million per year of $1000 
million spent on pharmaceuticals, which is approximately 4% 
of all expenditure..." (Section 7; page 12). 


This statement is taken almost directly from the abstract of 
the paper " The economic costs of non compliance with 
medications in Australia" by Plant & Gross (1988). 
Interestingly, explanations and/or calculations for the 
figure of $700 million are not located within the text of the 
paper. The identical statement and figures have also been 
presented in the Pharmaceutical Policy (Draft, June, 1990; 
page 5). 


Provision of estimated costs for any health care service is 
difficult, thus calculation of estimated social costs due to 
patient non compliance is going to pose even greater 
difficulty. For calculations on the economic costs of non 
compliance, the figures for hospital admissions due to 
patient non-compliance were taken from the thesis "Patient 
compliance with medication on admission to and discharge from 
hospital" by Ausburn (1979). 


In this study, one of the selection criteria for classifi- 
cation of the non-compliant patient was the omission of >i 
dose per week. Overall, 37.1% of the 205 patients studied 
were classified as non compliant. Adjustment of the sample 
Size to include only those patients on regular drug treatment 


patients is relatively high. Hospital admissions j ; 
study of non-compliant patients totalled 25.9%: in this 


* 20.5% were "probably non-compli . i i 
. ; pliant" patients with 
exacerbation of disease for which t i i 
Pee atice he medication was 
* 5.4% were "possibly due to non i i 
oar Pos -compliance" j 
admission was an indirect consequence of non cee metas ce 


Few studies on patient non-compliance with such scope had 
been carried out in the 1970s prior to that of Ausburn. 

Since then, however, more stringent selection criteria for 
causation apply, thereby influencing the overall incidence of 
admission of so called non-compliant patients. 


Finally, the overall impression gained from descriptive 
statistics of the work of Ausburn (1979), is that the non- 
compliant medical admission patient of a large inner city 
teaching hospital (Royal Prince Alfred Hospital, Sydney) 
tended to be a heavy drinker of lower socioeconomic status 
who was less likely to have a malignant or haematological 
diagnosis and was prescribed a greater number of daily doses 
of medication. 


I can only suggest that, in all likelihood, the patients 
studied by Ausburn (1979) do not provide valid baseline data 
on the non-compliant patient from which extensive calcula- 
tions on the economics of non-compliance for Australia are 
based (Plant & Gross 1988). 


pe | References 
Ausburn L. ‘Patient compliance with medication on admission 
to and discharge from hospital’. MSc(Pharmacy) thesis, 


University of Sydney, 1979. 


Pharmaceuticals Policy (Draft). Alcohol and Drug Foundation, 
1990, p5. 


Plant A & Gross P. ‘The economic costs of non compliance 
with medications in Australia’. Aust J of Pharm, 69, 1988, 
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SECTION 2 


2.1 The need for appropriate prescribing and drug use 


2.1.1 Introduction 


The extent of use of the Australian health care system was 
highlighted recently with the release of the Australian 
National Health Survey 1989-1990 figures (Australian Bureau 
of Statistics ABS, 1991). In the two weeks before the survey 
was conducted, 20% of the population consulted a SOccor. 
Medication was used by 76% of women and 65% of the men 

The majority of persons also reported the use of 


surveyed. ons ; 
some form of non-prescribed medicine (Mant, Whicker & Kwok, 
1992). Pain relievers, vitamin and mineral supplements, skin 


ointments and medications for cough or cold were the major 
groups of non-prescribed medications used (Figure 2.1.1) and 
age-specific rates of use of medications (prescribed and 
non-prescribed) can be seen in Figure 2.1.2. 
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Figure 2.1.1 ne 
gur i Use of non-prescribed medications in Australia: 


National Health Survey, 1 
Tables provided by aEet 989. (Source data unpublished. 


The Australian Government, throu 


mits pe setlpe Sonny ta ata Pharmaceutical 
), Subsidizes approximat 
pl ta ed retail Pharmacies. “Reet of ae pat oe, chee 
ent was $1.2 billion for 1989-1990, inapebestings 
e 


gh the Pharmaceutical] 


Figure 2.1.2 Age specific rates of use of medications in Australia: 


oou Health Survey 1989-90 (Australian Bureau of Statistics 
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d use of medication is postulated to oles ena 
f the expenditure on the PBS (Fitzwarryne, 
Thus, as a Peg Sele an 

i i ts, a public educa 1 
rei 5 eee Sei “ee Send ch aims to raise public 
ede ne s of the cost of wasted medicines to the community, 
Se ccnef ite of appropriate use of prescribed and 
zs -prescribed ("over-the-counter" or OTC) medicines to 
penitn and quality of life (A communication strategy for the 


promotion of the national use of PBS drugs, 1991). 


prescribing an 
the majority © 
unpublished; Coper, 1992). 


2.1.2 Indications of inappropriate prescribing and use of 
medications 


Public campaigns which collect returned unused medicines 
indicate inappropriate prescribing and use of medicines, as 
well as the therapeutic categories involved. 


Incidence figures for accidental or therapeutic poisonings 
are reliant upon the correct medication, and therefore the 
cause of the poisoning, being accurately written up in the 


hospital patient notes. 


MediDump 1987 


In regard to medicines returned for the 1987 MediDump 
campaign conducted in Western Australia (Longmore, McDonald, 
Sutherland et al., 1990): 68.8% were obtained by 
prescription, 25.4% were ‘’over-the-counter’ (OTC) medicines 
and 18.8% were totally unused. Over half of all drugs 
returned were from the following categories. of therapeutic 
agents: 


CNS (central nervous system) analgesics 
tranquillisers 
antidepressants 
antibiotics 
sedatives 

musculoskeletal 

skin Ointments and creams 

alimentary antacids 
water 

electrolytes 

Cardiovascular heart a 


blood vessels. 


Prescription-originated returns consisted j j 
primarily of drugs 
from the CNS, skin, cardiovascular and antibiotic catencclen. 


In regard to prescription medicines returned, other important 


information, apart from the incidenc : 
: : e and t 
categories, included: herapeutic 


* 
patient 


* only 21.6% carried a dis j 
pensing date 
* only 8.6% carried Cautionary labels, with the 


9.5% were not specifically labelled for a 


majority of those suggesting Storage conditions or 
warning of possible medication-induced side effects 
especially when combined with alcohol 
* that medicines returned were not influenced b 
socioeconomic characteristics. x 


However well designed such studies are, the validity of the 
values obtained is still questioned. Results relying upon 

the return of unused medications are unable to account for 

medications which may remain stored at home or in the desk 

drawers at the office, although Harvey (1987) was unable to 
demonstrate evidence of hoarding medications. 


In conclusion, this study indicated the extent of wastage of 
prescription-obtained medications and therefore unnecessary 
cost to the community, due to payment for such medications 
through the Pharmaceutical Benefits Scheme. Also, many of 
these medicines lacked patient-specific instructions and 
cautionary labels, both of which may be contributing factors 
in improving compliance and patient safety. 


Investigations into poisoning 


Inappropriate use and awareness of medicines can also be 
demonstrated from investigations of the incidence of 
therapeutic poisoning as recorded by hospital admission and 
separation (discharge) information and mortality registers. 
The incidence of, and the agents responsible for, poisonings 
in Western Australia between 1984 and 1988 have been reported 
in a retrospective study of data from the Hospital Morbidity 
Data System, W.A., and mortality tapes from the Register 
General, W.A. (Waddell & Serafino, 1991). In 1988, poisoning 
was responsible for 1.5% of all hospital discharges and 1.0% 
of all recorded deaths in W.A. Accidental poisoning was 
defined as the taking of the incorrect drug by mistake, 
whilst therapeutic poisoning encompassed inappropriate 
prescribing, non-compliance and adverse drug effects with 
correct administration. 


Over the 8 years from 1981 to 1988, therapeutic poisoning 
became the most common poisoning requiring hospitalisation, 
whilst in 1981 self-inflicted poisoning was the most common. 
The age-standardised rate of incidence almost doubled from 
59.42 (1981) to 116.32/100,000 people years (1988) for 
therapeutic poisoning, whilst that for self- inflicted 
poisoning decreased. By 1988, medicinal agents affecting the 
cardiovascular system were the most frequent source of 
therapeutic poisoning (Tables 2.1.1 and 2.1.2) and the age 
group most likely to be hospitalised for therapeutic 


poisoning was 65+ years. 


i therapeutic categories 
1.1 .2he five most common : : 
Load Sa for therapeutic poisoning in males, Western 


Australia 1984-1988 


Pb Age Groups 
Ranking of 
Categories (years) 
iawn Se ar oo, eee Tne en eee ee ee 
15-39 40-64 65+ 


a 8 SS 


systemic drugs cardiovascular cardiovascular 


7 psychotropics systemic drugs diuretics+ 

3 antibiotics antibiotics analgesics+ 

4. others+ hormones+ hormones+ 

Ss analgesics+ analgesics+ systemic drugs 


Abbreviations: 


systemic agents: antiallergic and antiemetic drugs; 
antineoplastic and immunosuppressive drugs; alkalizing 
agents; enzymes and vitamins cardiovascular agents: 
parasympathetic and sympathetic agents; cardiac glycosides; 
ganglion blockers; vasodilators; other antihypertensive 
agents, sclerosing agents. 


hormones+: adrenal cortical steroids; androgens and anabolic 
agents; Ovarian hormones and substitutes; insulins and 
antidiabetic agents; pituitary hormones; thyroid and 
antithyroid agents. 


psychotropics: antidepressants; tranquillisers - major and 
minor; hallucinogens; psychostimulants. 


diuretics+ (water, mineral and uric acid metabolism agents): 
purine derivative diuretics; carbonic acid anhydrase 
inhibitors; saluretics; minerals; uric acid metabolism drugs. 


analgesics+ (analgesics, antipyretics and antirheumatics): 
opiates; salicylates; aromatic analgesics; pyrazole 
derivatives; antirheumatics; other analgesics. 


antiinfectives: Sulfonamides; arsenical agents, antivirual, 
antimycobacterial drugs); antihelminthics. 


able 2.1.2 The five most common thera i 
: : : : peutic categories re l 
herapeutic poisoning in females, Western Rebetarallen basecaa bee o(amn ‘ind 


anking of Age Groups 
ategories (years ) | 
le ee ee I ee re BG AVES RE DY besed 
15-39 40-64 65+ 
re hormones+ hormones+ cardiovascular 
2. antibiotics systemic drugs diuretics 
8 psychotropics cardiovascular analgesics 
4. others+ others+ hormones+ 
5; anticonvulsants analgesics psychotropics 


Abbreviations (Table 2.1.1) 


Overall, the incidence of mortality due to therapeutic 
poisoning was extremely low, with only 5 deaths being 
attributed to therapeutic poisoning from 1984 to 1988. 


In children, medications most frequently responsible for 
accidental poisonings were analgesics+, tranquillisers and 
other drugs. Mortality (1984-1988) due to accidental 
poisoning in the 0-14 years age group was low with only a 
total of four deaths, all of these being girls. Causes of 
death were recorded as petroleum products and solvents and 
"other drugs" (Table 2.1.2 for definition of therapeutic 
categories). 


Unfortunately, the available information on morbidity and 
mortality does not take into account the ethnic background of 
the individuals, although provision was made for aborigina- 
lity. Care must be exhibited with the interpretation of 
these rates due to low numbers within each of the age groups. 
Rates of poisonings for Aboriginals were almost double those 
for non-aboriginals. Accidental poisoning of 0-14 year 

old Aboriginal males and self-inflicted poisonings (with 
solid, liquid and vaporous substances) for adult (15+ years 
of age) Aboriginal females presented the highest rates of 
poisoning in this population. 


In summary, the pattern of poisoning in W.A. has changed 
since 1973, with therapeutic poisoning replacing 
self-inflicted poisoning (1981) as the most frequent cause of 
poisoning for hospital admissions, and particularly in the 
65+ years age group. However, for children and young adults, 
accidental poisoning and self-inflicted poisoning saad 
respectively are the most common cause of poisoning resulting 
in hospital admission. Thus, possible poisoning sired sens 
strategies will need to be broadly based to encompass eac 

of these different types of poisoning and age groups. 
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ions, 2.4% were considered to be 
drug-related - 1.6% due to ADRs and 0.7% due to drug overdose 
or accidental poisonings. The drugs most frequently ee 
implicated in the ADRs of these patients coincided wit os 
implicated in therapeutic poisonings in the retrospective 
study from Western Australia (Waddell & Serafino, 1991) i.e. 
cardiovascular and analgesic (including non-steroidal 
anti-inflammatories) agents. These ADRs occurred more 
frequently in elderly patients, again coinciding with 
information provided by the W.A. study (Waddell & Serafino, 
1991). Of the ADRs recorded in the Victorian study, 
one-third were due to drug interactions, of which about one 
quarter of these patients had a documented history of at /' 
least one ADR. The increased likelihood of further ADRs in 
such patients indicates a need for careful prescribing of any 
medications in these patients. 


Of the 5623 hospital admiss 


Results from this prospective study again suggest the 
importance of appropriate prescribing and use of medicines, 
especially in the elderly population. Such a need is not 
only for the general well-being of the patient, but also for 
a reduction in the health care expenditure directly due to 
inappropriate prescribing and/or use of medications. 


Extension of the work on drug-related hospital admissions is 
the incidence of drug-related readmission and therefore 
further costs incurred to the health care system from 
increased duration of hospitalisation. 


Such information is provided by a six-week Survey of patient 
readmissions to the Fremantle Hospital, January-February 1991 
(Blackbourn, 199la & 1991b). Overall, 12% of readmissions 
(180 of 1564) to Fremantle Hospital were unplanned and 
occurred within 60 days of discharge. Drug-related readmis- 
sions accounted for 16% (29 of 180) of these. Incidence of 
readmission for non-compliance and ADRs were almost equal. 
Medications responsible for the Majority of these 
readmissions were cardiovascular and analgesic (including 
non-steroidal anti-inflammatories) agents, again coinciding 
with medications implicated in the previously mentioned 
studies for therapeutic poisoning in W.A. (Waddell ¢§ 
Serafino, 1991) and drug-related admissions to Prince Hen 
Hospital, Victoria (Larmour et al., 1991). Again, the vi 
majority of these patients readmitted for drug-related 


patients with drug-related 


Increased costs to the health care syst i 

daily cost per occupied bed watedia sags .\nabeaiaentee On 
admissions, of which a significant Proportion could have been 
avoided with more apropriate prescribing and use of 
medications, including the counselling of the patient and/or 


Support persons of appropriate use of the medi 
prescribed. edications 


Childhood poisonings 


Investigation of the changing pattern of childhood poisoni 

fe) 
between 1983 and 1988 for children admitted to the Childvene 
Hospital, Sydney, has recently been completed (Campbell and 
Oates, 1992). 


In this study, the term "poisoning" is defined only as the 
ingestion of poisons, and not adverse reactions to 
therapeutic doses of medication. Admission of children for 
poisoning (455 children, records available for 407) 
represented 0.5% of all admissions. Of these, 66% had 
ingested medications, with benzodiazepines, iron 
preparations, paracetamol and anticonvulsants being the major 
medications involved. The ten most common substances 
involved, and the incidences of childhood poisonings for 
1983-88 are demonstrated in Table 2.1.3. 


able 2.1.3: The ten most common substances involved in childhood 
Disoning 1983-1988. 


Number of Incidence 
children % 


a ee = 


Benzodiazepines 41 10 
Iron peparations 30 7 
Paracetamol 27 
Anticonvulsants 21* 5 
caustic soda 16 4 
Xishwashing powder 15 d 
Juinine 14 3 
Antihistamines ks 3 
Jigitalis 13 3 
sSucalptus oil 12 3 


EEE eS ee ee 


7ifteen of the 21 children ingested carbamazepine 


j of the incidence and type of poisoning in the 
cresent study with results from an earlier study pet 9 = fi 
within the same hospital (Beveridge, 1956) demonstrate ; a 
poisoning with the therapeutic 2c. itatgactetee ty! tai 
iron preparations had replaced poisoning with househo 
agents such as kerosene and pesticides. 
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children of non-En¢ 
Speculation regarding 
families about dosage and % 
have suggested otherwise. 


Researchers of the present study also assessed a. 
of general practitioners (GPs) and pharmacists o nea bas 
possible toxicity of medications most commonly mig 3 

for childhood poisonings. Results suggested that the 
majority of GPs and pharmacists who returned the 
questionnaire were unaware of the high toxicity of 
anticonvulsants and paracetamol in a paediatric situation. 
However, precautionary advice when dispensing medications was 
provided by the majority of participating GPs and 


pharmacists. 


In conclusion, the overall incidence of morbidity and 
mortality of poisoning in children is low, however such 
poisonings are still largely preventable. Increased 
awareness of parents, GPs and pharmacists to possible 
toxicity and safe storage of commonly prescribed medications 
in children may be necessary in reducing the incidence of 
childhood poisonings. 


Poisoning in the elderly 


Poisoning in the elderly is a major problem, as noted earlier 
in the incidence of therapeutic poisoning in the 65+ years 
age group (Waddell and Serafino, 1991). This is not 
Surprising, as in Australia older people average more than 27 
prescriptions per year (Marr, 1992). 


Klein-Schwartz and Oderda (1991) have presented a 
comprehensive review of all aspects of poisoning in the 
elderly. Information on the diagnosis and management of 
therapeutic poisoning is particularly detailed and would be 
useful for health professionals in an accident and emergency 
setting, however such issues are peripheral to the area of 
appropiate drug use and therefore will not be covered in the 
present document. 


Of poisonings reported to the American Association of Poison 
Control Centre National Data Collection System in 1989, 2% 
involved persons of at least 60 years of age. The incidence 
of accidental poisoning in older people (84.3%) was 1.3-fold 
greater than that for younger people (64.3%), and the 
incidence for older women was almost 2-fold greater than that 
for older men (1.7:1.0; Litovitz, Schmitz & Bailey, 1990) 
Poisonings recorded by a regional poison centre also 
demonstrated that for older persons 83.1% of Poisonings wer 
unintentional (Klein-Schwartz, Odera & Booze, 1983). 5 


demonstrated that although only 1.5% of reports were for 


this group accounted 
22.6% of deaths (Maryland Po; mi else A? 8 
Report, 1990). e onson Centre 98S! Stat ieptort 
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dementia and confusion 
improper use of the product ie. ex j 
" osure w 
product is being used for intended paepese eg jane Lon 
inhalation of ammonia fumes 


* improper storage of the a i 
ore ( gent ie. transf 
product out of original container mgr 
* mistaken identity. 


Age-related changes in physiological functioning/distribution 
metabolism, renal and hepatic excretion predisposes older persons 
Lor eager och a therapeutic poisoning, with the risk increasing 
wi e presence of concurrent medication pre-existi i 
OT p ting disease 


Interestingly, the suggested strategies for prevention of 
therapeutic poisoning in the elderly were directed at prevention 
of exposure and minimisation of the injury that occurs from the 
exposure. Limitation of access to medication for the elderly with 
difficulties caring for themselves include the use of locked 
storage cabinets and modification of medication administration. 
Misuse of medication due to mistaken identity may be reduced with 
standardisation of container design for specific categories of 
products and the use of larger type on the labels. Strategies 
likely to reduce injury in the event of therapeutic poisoning are 
those which either reduce the concentration of the agent or reduce 
the amount available, either at dispensing or at administration, 
with devices that deliver one tablet at a time. 


2.1.3 Summary 


The papers presented in this section display different aspects of 
inappropriate and/or incorrect use of medications. What is 
particularly daunting is the high involvement of prescribed 
medication in the role of poisonings across all age groups of the 


population. 


umber of medicines returned and the high incidence of 


specific therapeutic categories being returned in the 1987 
MediDump campaign provides overwhelming evidence as to why 
benzodiazepines, analgesics and cardiovascular drugs are those 
medications commonly responsible for childhood poisonings and as 
to why the majority of poisonings in children and older 


populations occur in the home. 


The overall n 


te as to the reasons for medications to be 

d left lying about the home, stored 
incorrectly or hoarded. To avoid continuing recurrence of these 
situations, issues such as why the medication was available and 
why the patient had not complied to the proposed medication regime 
need to be addressed. Why? The emotional cost of morbidity and 
mortality to individuals and families involved in any type of 
poisoning is large. However, the financial costs involved in the 


One can only specula 
accidentally ingeste 


of which some, if not all, may be 
and the medical costs incurred from 


dispensing of medications, 
f poisonings with therapeutic 


lance 
wasted due to noncompliance, 
hospitalisation for the treatment o 


agents is enormous. 


j imed at reducing each of these losses need to be 
Se cod aa Canpeden raising awareness of health EF ge cage 
and consumers regarding appropriate medication management Bae 
for the treatment of specific complaints may contribute to e 
reduction of morbidity and mortality with improved patient ‘ 
compliance, which in turn may reduce health care costs to the : 
community. Areas of medication utilization likely to benefit rom 
such campaigns include: asthma medication, benzodiazepines, 
cholesterol lowering medications, hormone replacement therapy, 
cardiovascular medications, nonsteroidal antiinflammatory 


medication and antibiotics. 
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y or Literature review on the appropriate prescribing and 


use of: 
Anti Asthma Medications 


2.2.1 Introduction 


is a chronic disease characterised by airway inflamma- 
a ae of this disorder are related to variability 
in airflow to the patient. Thus, pharmacological management 
of this disease aims at reducing and maintaining corrected 
airflow limitation. Medications used can be classified under 


three major categories. 


Therapeutic agents - medications aimed at reducing the y . 
underlying inflammation, thereby reducing and/or maintaining 
reduced airflow variability in asthmatic patients: - 


* inhaled corticosteroids - beclomethasone and 
budesonide 

* inhaled sodium cromoglycate 

* oral corticosteroids - prednisolone 


Bronchodilators - provide relief from the symptoms 


* By agonists - preferably inhaled although oral 
preparations are available - salbutamol, terbutaline 
* anticholinergics - inhaled iprotropium bromide 

* theophylline - oral preparations 


Prophylactic agents - prevent reduction in airflow following 
exposure to known triggers e.g. exercise, allergens and 
emotional encounters. 


* inhaled By agonists 
* inhaled sodium cromoglycate 


The severity of the asthma determines which of these 
medications and/or combinations of medications may be used 
(Seale, 1991). 


A change in emphasis of the role of specific medications in 
the management of asthma has taken place over the past five 
years. Greater understanding of the condition itself and the 
medications available have influenced this shift in manage-- 
ment. Previously, treatment of asthma focussed primarily on 
the symptoms, thus B2 agonists were generally the first line 
of treatment. More recently, preventative medication such as 
sodium cromoglycate and inhaled corticosteroids taken in 
re ra with a Ba agonist has become the Suggested 
regime, particularly for pati j 
severe asthma (Woolcock, Rubi nfields Gedleish aL neeae Se 
’ 


Henry, Landau, Melli ; 
Jenkins, 1991). 1s et al., 1990; Arpel, 1991; Woolcock & 


2.2.2 Epidemiology 


In 1988, the National Health and Medical Rese i 
(NH&MRC ) reported that asthma mortality i eae in 
Australia than most comparable countries, and that up to 60% 
of asthma deaths appeared to be associated with avoidable 
factors. Asthma mortality rates are also rising in New 
Zealand and the United Kingdom (Jackson, Seale, Beaglehole et 
al., 1988). In 1990, over 800 people died of asthma in 
Australia whilst only 106 asthma deaths were recorded for 
1975 (Seale, 1991). Possible factors contributing to 
increased asthma mortality rates include: increased 
prevalence of the disease as approximately one in ten adults 
and one in five children in Australia have asthma (Jenkins, 
Hurley, Jolley et al., 1988), increased severity of asthma 
(Mitchell, 1985; Dawson, 1986) and changes in the . 
availability (prescription and/or "over-the-counter" OTC) of 
B2-agonist drugs and use of asthma drugs (Henry, Sutherland 
Frances et al., 1989; Jenkins, Hurley, Bowes et al., 1990). 


Although prescribing rates for Bj-agonists, sustained-release 
theophylline and inhaled corticosteroids did increase from 
1975 to 1986, it is difficult to postulate possible 
relationships between asthma mortality and changes in 
prescribing habits (Jenkins, Hurley, Bowes et al.,; 92990). 
Further support to these findings is provided by a recent 
study in the United Kingdom (Rees, 1991). 


2.2.3 Economic costs 


The cost of asthma to the community through the need for 
health care, reduced work productivity and changes in the 
quality of life is high. Determination of an accurate 
estimate of economic cost to the community is difficult. 
However, the total cost of asthma in NSW in 1989 was 
estimated to be $209 million (Mellis, Peat, Bauman et al., 
1991). This cost averaged out to about $40 per head of 
population or $796 per asthmatic person in NSW. Provision of 
nationwide retail costs for asthma medications by the private 
sector estimates the total national cost to be $227.46 
million, with the total NSW cost being about 38% of the total 
market or $86.43 million (see Table 2.2.1). 


Table 2.2.1 Estimated nationwide cost of asthma drugs in 1988 


a mmm = TTT 


Cost * 


($ million) 
Drug Category 


gpd ot oe teu) Due 88 er 


Beta-agonists (bronchodilators ) tees 
Inhaled corticosteroids ec, 
Xanthines : 

Degranulation inhibitors (Intal) eee 
Anticholinergics eae 
Other $ 

Total national cost niet 


Total NSW cost (38% total) 


* Retail costs plus dispensing fees 
Source: Mellis, Peat, Bauman et al., 1991. 


Both severity and frequency of asthma attacks can be reduced 
by appropriate and effective prophylactic therapy (Du Toit, 
Salome & Woolcock, 1987; Woolcock, Yan & Salome, 1988). 
Unfortunately, however, far too frequently investigations 
Suggest that asthma is poorly controlled, possibly due to 
inappropriate use of current knowledge and medications 
available (Barnett & Oberklaid, 1991; Seale, 1991; Henry, 
Sutherland, Francis et al., 1992). If the severity and 
frequency of asthma attacks can be reduced with appropriate 
long-term medical management, it would be assumed therefore 
that overall economic costs to the community would be 
reduced. 


Due to the lack of primary prevention methods for asthma, if 
strategies for appropriate management of the condition were 
to be implemented, then increases in morbidity, mortality and 
economic cost to the community may be curtailed. To meet 
such a need, the National Asthma Campaign was implemented 
within Australia in 1990. 


2.2.4 Asthma Management - National Asthma Campaign 


The National Asthma Campaign includes strategies to increase 
awareness about asthma in the general population and among 
health professionals. The major goals of the campaign are 
that within three years (1990-1993); 


* most people with asthma will be correct] j 

y diagnosed 
* most people with asthma wil] be usi 
management plan =: WHA aaeeieec 
* there will be a decline in preventabl 

e deaths 

asthma (Woolcock, Rubinfeld, Seale et al. peegece 
Rubinfeld & Ruffin, 1991). 


oe from increasing medical practitioner awareness of 
urrent appropriate management and patient education needs 
’ 


Pharmacists also have a major role in the j 
Cc . 
such a campaign. implementation of 


The National Asthma Campaign has requested i 

recognise and refer previously Pet eoactod 2 apa 
poorly controlled asthmatics and to educate clients as to 
correct use of asthma medication, medication-associated 
appliances, peak flow meters and patient management plans 
Further details of asthma management and the role of the 
pharmacist are provided in the following articles: Asthma 
Management Plan for Pharmacists (1991); Asthma Management and 
the Pharmacist (1991); The Pharmacists’ Asthma Management 
Plan (1991). 


2.2.5 Medical Management of Asthma 


Individualisation of the six step asthma management plan for 
each patient presenting with asthma should provide 
appropriate management of the disease (Table 2.2.2; Woolcock 
& Jenkins, 1991). 


able 2.2.2 The six step asthma management plan 


Ld Assess severity of asthma 

ae Achieve target lung function 

a Maintain target lung function by avoiding 

triggers/aggravators 

4. Maintain target lung function with optimal medication 
Asthma - inhaled corticosteroid, sodium cromoglycate 
Symptoms - bronchodilator (+/- theophylline) 
Triggers - bronchodilator, sodium cromoglycate 

Bi Establish an action plan 

6. Educate and review regularly 


The aim of management is to assess the severity when the patient 
is not having an attack and then to reduce the severity by 
maintaining the patient’s target lung function. 


Source: The Asthma Management Plan, and the National Asthma 
Campaign. 


Step 1: Assess severity of asthma 


This allows confirmation of the diagnosis and determination 
of severity of the disease. Information required for 
assessment includes: severity and frequency of current 
symptoms, current medication and useage and peak expiratory 
flow (PEF) measurement. Each of these factors can be scored 
and a total score determined which provides a measure of the 


severity of asthma (Table 2.2.3). 


Table 2.2.3 Assessment for calculat 


Severity 


Mild 
when 


Moderate 


Severe 


Score 


5 £0 § 


6to.a 


9 to 12 


For asthma (daily) 


Sodium cromglycate, 
15 to 20 mg 


Inhaled corticosteroid, 
0.5 to 1 mg +/- sodium 
cromoglycate, 15 to 20 


mg 


Inhaled corticosteroid, 
1 to 2 mg +/- sodium 
cromoglycate, 15 to 20 


mg 


Source: Woolcock, Jenkins 1991. 


Step 2: achieve target lung function. 


jon of the asthma severity score 


For symptoms 


Bronchodilator aerosol 
needed 


Bronchodilator aerosol 
for symptoms or when PEF 
<90% target 

Sodium cromoglycate for 
triggers 


Bronchodilator aerosol 
for symptoms or when PEF 
<90% target 

Sodium cromoglycate for 
triggers 

Prednisone for exacer- 
bations 


Optimal lung function is achieved with PEF value of at least 
90% or with PEF variability <25%. 


Step 3: maintain target lung function by avoiding 
triggers/aggravators. 


The most important triggers of asthma attacks are allergens 


e.g. dust mites, pollen, animal proteins. 


Snoring, airway 


— or gastric reflux may present as aggravators of 
asthma. 


Step 4 


Table 


: ; Maintain target lung function with optimal 
medication. 


2.2.4 provides guidelines to dru 


treatment of asthma. 


g therapy for the 


Table 2.2.4 Guidelines for the treatment of asthma 


Symptoms Score Bronchodilator Score PEF 


Score 
use variability 

TO VLC 
Naking at + >4 times/d 
ficht /day 4 >25% 4 
Jaily symptoms; 3 1 to 4 times/d 
Ment oe ; /day 3 15 to 25% 3 
Symptoms <daily 2 <dail 2 
>once-weekly ; ? SS : 
Yone for three 1 <once/week 1 6 to 10% il 


nonths 


The patient scores 0 to 4 for symptoms, 0 to 4 for bronchodilator use 
and O to 4 for variability of peak expiratory flow (PEF). The scores 
are added to give a total out of 12. 1 to 5=Mild, 6 to 8=Moderate, 9 
=O 12=Severe. : 


‘ Asthma severity should not be assessed during an exacerbation. 
source: Woolcock & Jenkins, 1991 


B2-agonist aerosols were once first-line therapy for asthma. 
Now, however, the management is with prophylactic agents. 
Recent investi- 

gations have provided further evidence negating a primary 
role of B2-agonists. The studies suggest that potent 
bronchodilators such as fenoterol and terbutaline, whilst 
reducing the symptoms of asthma, may mask the presence of 
increased disease severity (Crane, Flatt, Jackson et al., 
1989) or, that long-term use of aerosol Bj-agonist 
medications actually increases bronchial reactivity following 
cessation of treatment (Kerrebijn, Van Essen-Zanduliet & 
Niejens, 1987; Vathenen, Knox, Higgins et al., 1988). 


Theophylline (not included in the guidelines) does provide 
symptomatic relief to bronchoconstriction and is commonly 
prescribed in combination with other asthma medications. 
With the introduction of more recent asthma medications, the 
role of theophylline in asthma management should be reduced. 
In patients with severe disease requiring low doses of oral 
prednisone, however, theophylline does have steroid-sparing 
effects (Woolcock and Jenkins, 1991). Due to a narrow 
therapeutic range (10-20mg/Ll), care must be taken to avoid 
theophylline toxicity. Age and disease states must be taken 
into account when calculating dosage. Use of 
sustained-release preparations are recommended for ease of 
attaining and maintaining therapeutic levels of theophylline 


(Skinner, 1991). 


lems with adequate control of airway 


the major prob 
One of ’ a thma has been apprehension on the part 


flow limitation in as 
j NITY HEA, 

AOA TENS 

»1QARARY ~ 

\ ' ' * o\ 


oe 
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nd/or patient regarding the use of 
corticosteroids. The benefits of aerosol cgpaeuag ists pRaEne 
that, although improvement in PEF variation may na 

weeks, only low doses of corticosteroids are sea VY, 
thereby avoiding the well-documented side peek i ae 
corticosteroids. Also, the daily dose of inhale 3 

be taken in two divided doses, thereby increasing te 
likelihood of patient compliance. A likely influence Lee: 
patient non-compliance with this preparation is the ae sb 
of dysphonia or oral thrush, although use of a spacer ie 
and gargling after administration have been shown to reduce 


these problems. 


of the physician a 


Woolcock and Jenkins (1991) suggest that for oral steroid 
therapy: 


* do not be afraid of short courses of oral steroids 
* do not be afraid to use high doses (up to 


lmg/kg/day) : 

stall * do not be afraid to stop them rapidly once best lung 
function is achieved (if administered for less than 10 
days ) 


* do be afraid of long-term oral steroid therapy above 
5mg/day. 


No known non-pharmacological therapies have been 

demonstrated, in controlled studies, to provide and maintain 
target lung function. However, such treatments e.g. 
acupuncture and meditation, may enhance the well being of the 
patient and therefore contribute to maintenance of the 
disease. For those patients with an emotional component to 
their asthma, meditation and relaxation therapies may be 
useful. Active sport should be encouraged, particularly 
swimming. 


Step 5: establish an action plan. 
Individualised self management plans for patients include: 
* target and predicted PEF values 


* maintenance drug treatment 
* drug treatment for management of further reductions 


in PEF (PEF values to be included) 
Be drug treatment and management if improvement is not 
shown in PEF following change in medication 


It is suggested that self management plans are : 
; accompan 
written instructions for the patient. panied by 


Step 6: educate and review regularly. 


Implementation of appropriate medical management of asthma 
requires much input and awareness of the disease by the 
patient, with regular measurement of PEF, compliance to 
medication regime and avoidance of known trigger factors 
Thus, the National Asthma Campaign also Provided a six step 


Asthma Management Plan for 
patients thereb rovidin 
educational material for self management oan Hee Pr 


YOuUR 6 STEP ASTHMA MANAGEMENT PLAN 


Know how severe your asthma is. 


If you recognise any of the tollowing symp- 
toms then you probably have moderate to 
severe asthma. 

@ If you need asthma medication most weeks 
of the year. 

If you wake at night with asthma. 

If vou have needed urgent medical attention for asthma in the past 
ear or so. 

- If your peak flow measurement is consistently below expected, 
lespite optimal treatment. 

Assess the severity of your asthma and have it checked by your 


loctor. 


Achieve your best lung function. 


When you are at your best you should ideally 


have: 
¢ No symptoms. 
© Rest possible peak flow measurements and 


© Your chest should sound normal when your 
lactor examines vou. It may take a few weeks of medication to 
chieve vour hest. Monitoring peak flow measurements at home can 
relp you to check your progress. 

Xhen vou have reached your best you will probably feel much 


“etter. 


Avoid trigger factors. 


——————— 


Find our what sets off your asthma and try to 
stav away from it. These triggers could be: 

© House dust, pollens, animal tur, moulds. 

© Tobacco smoke. 

© Things arvund your workplace or school, 


ike wood dust. flour dust, chemical fumes. fuei fumes. animals and 


many other things. 
© Fond preservatives, colourings and monosodi 
ory infections, such as colds or bronchitis, 


um glutamate (MSG) 


Air pollution and respirat 
-ommonly trigger asthma burt are difficult to avoid. 

ercise 1s generally good for you. It can trigger asthm 
taking the correct medication. 


EX a but this can 
ssually be easily controlled by 


Figure 2.1 The National Asthma 


Patients 
Source: Rubinfield, Ruffin 1991 


Stay at your best. 


If vou need medications these should he as 
simple, safe and effective as possible. 

This ts why inhaled medications are most 
often used for asthma. 

There are basically rwo types of inhaled 
medication that your doctor might advise you Co use. 

e The “preventer” (such as Becotide® Aldecin® or Intal® ) is the 
main medication which keeps vour asthma as steady as possible. Bur 
this will only work if you use it regularly. 


_ @ “The reliever” (such as Bricanyl®, Respolin*, Venrolin® or 


Atrovent®) is called a bronchodilator. 
These relieve some symptoms, but usually for a short time. 
Check which medications are best for you. 


Know your action plan. 


Together with your doctor you can work out 
a plan so that you can: 

© Recognise when your asthma is getting 
worse. 

¢ Know how to treat it quickly. 

¢ Know how and where to get the right medical assistance. 

Early attention to worsening asthma may prevent you from having 
a serious attack. Ask your doctor for an Action Plan card. 


Check your asthma regularly. 


Acthnia can usually be kept under control 
Follow your 6 point managemen: plan and 
sce vour doctor for regular check-ups. not just 
in emergencies. 

You can get advice and information from your doctor, your local 


pharmacy or the Asthma Foundation tn your siate. 


Here are the Foundations telephone numbers: New South Wales and 


ACT (02) 906 3233 © Victoria (03) 861 5666 * Queensland (07) 2527677 
e West Australia (09) 382 1666 © South Australia (08) 223 7235 © 
Northern Territory (089) 22 8817 © Tasmania (002)23 7725 


Campaign's Six Step Asthma Management Plan for 


2.2.6 Conclusion 
rable evidence to suggest that increasing 


idi ly preventable 
i orbidity of asthma may be large 
eines management of the disease, thereby reducing 


economic costs to the community. 


There is now conside 


ion of the recently implemented 


valuat ah ae 
Itkdbi hoped thats reduced incidence 


National Asthma Campaign will demonstrate 
of asthma mortality and morbidity. 
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2.3 HORMONE REPLACEMENT THERAPY (HRT) 


2.3.1 Introduction 


Overall, the risk-benefit and cost-benefit rati 

use of prophylactic long-term hormone [et rocnee acs 
togen) replacement therapy (HRT) in the majority of women 
from an age at which oestrogen deficiency symptoms begin, or 
menstrual cycling ceases (MacLennan, 1991; Critchley, Farrell 
& Healey, 1992). However, the risk-benefit ratio will vary 
for each patient, as it is dependent upon an individual’s 
characteristics and medical history. Moreover, it should be 
borne in mind that there is always some doubt about the 
safety of the long-term use of any medication. 


To date, the major advantages of long term HRT to these women 
are: 


Improvement in quality of life 
Reduction in cardiovascular disease risk 
Prevention of osteoporosis 


For further details see section 2.3.5. 


The major disadvantages of long term HRT include the costs 
for the medications and regular medical review. Of the side 
effects that do occur with HRT including breast tenderness, 
nausea and uterine bleeding, adjustment of the therapeutic 
regimen to suit the individual should reduce the severity 
and/or occurrence of such side effects. For further details 
see section 2.3.4; MacLennan, 1991; Webster, 1991. 


2.3.2 Economic Costs 


A recently published cost-effectiveness analysis of HRT in an 
Australian context demonstrated that HRT in symptomatic women 
was cost-effective when taking into account the risk of 
myocardial infarction and prevention of osteoporotic fracture 
(Chung and Wren, 1992). However, as discussed previously 
(see Section 1.0), care must be taken with any further 
interpretation and/or extrapolation of results from cost- 
benefit analysis as the analytical model is dependent upon 
assumptions and estimates for several parameters, including 
the use of estimates from countries other than Australia. 


An estimate of A$25 million for the current pharmaceutical 
bill for oestrogen therapy in Australia was provided by 
Associate Professor MacLennan in his comment on the cost- 
effectiveness analysis by Chung and Wren (MacLennan, 1992a). 


j j j timate for the 
This figure is about one eighth of the lower es ' 

| h care and community costs for hip fractures in 
ee reeite’ cs .5; Eisman, 1992) thus providing 


Australia (see Section 2.3 
support for the economic advantages of HRT to the community. 


2.3.3 Hormone Replacement Preparations Available in Australia 


Table 2.3.1 


Oestrogen and Progestogen Preparations Available for Hormone 
Replacement Therapy in Australia. 


cing) OE CS TS OEE 


Preparations 


tenia 2s (ees OS sarge to a eee Gepmiey + eet 

OESTROGENS 

Oral 

Conjugated equine oestrogen (’Premarin’ ) 0-3-2 .5 

Ethinyloestradiol (’Estigyn’ ) 0.01-0.03 

Oestradiol valerate (’Progynova’ ) 1.0-4.0 

Oestriol (’Ovestin’ ) 1.0-4.0 

Piperazine aestrone sulphate (’Ogen’ ) 0.625-5.0 

Non-oral 

Oestradiol implant 207250;>100 

Oestradiol skin patches (’Estraderm) 0.2025 720.105 ne s1 

PROGESTOGENS 

Oral 

Levonorgestrel (’Microlut","Microval’ ) 0.03-0.09 

Medroxyprogesterone acetate (’Provera’ ) 2.5-20 

Norethisterone (’Primolut N’ ) 1.25=5 <0 
(’Micronor’, ‘Noriday’ ) 0.35-1.05 


OD DOTS SEE 


2.3.4 Hormone Replacement Regimens 


Prior to commencement of HR treatment, all women should be 
counselled on the advantages and disadvantages of specific 
treatment regimens. With awareness of possible side effects 
such as breast tenderness, bloating, fluid retention, uterine 
bleeding and vaginal discharge, the patient will be better 
prepared and more likely to be compliant with the treatment. 


* For Women Without a Uterus 


Continuous oestrogen alone is recommended thereb idi 
the return of Symptoms during the treatment free peaneal 3? 
Oestrogen type, dose and form of administration will be 
influenced by the age of the patient, medical history 
prescribing clinician’s experience and patient preference. 


Non-oral oestrogen preparations j j 
~ oestradiol implants o 
estradiol transdermal Patches - are ideal for ares eitkeut 


a uterus, particularly for those who experience gastrointes- 
tinal disturbances with oestrogen or have poor medication 
compliance. Patient tolerance to oestrogen should be 
assessed prior to commencement of implant or transdermal 
therapy with either an initial trial of oral HRT or, 
alternatively, lower strength implants or transdermal patches 
could be trialled before scheduling a higher dose. 


Progestogens are generally not indicated for women who have 
had a hysterectomy. However, women with residual 
endometriosis after hysterectomy may need to take oral 
progestogen to prevent endometrial cancer. 


* For Women With an Intact Uterus 
Oestrogen Alone 


Due to increased risk of endometrial hyperplasia and 
carcinoma, oestrogen alone is not recommended. However, for 
patients who do continue on such a regimen, an endometrial 
biopsy should be carried out annually. 


Combined Oestrogen and Progestogen 


Addition of a progestogen for 12-14 days of each cycle 
abolishes the increased risk of endometrial hyperplasia or 
carcinoma in women with an intact uterus. Continuous 
oestrogen with a progestogen for the first 12 days of each 
cycle is the regimen of choice, due to the simplicity of the 
dosing schedule and predictability of the bleeding pattern. 
Continuous combined ostrogen-progestogen HRT taken on a daily 
basis throughout the cycle induces amenorrhoea in most women 
studied. Although episodes of bleeding during the first 4 
months of treatment is common, no pathological changes to the 
endometrium have been documented. For further details see 
MacLennan, 1992b; Webster, 1992. 


2.3.5 Major Advantages of Hormone Replacement Therapy 
* Quality of Life 


Up to 80% of menopausal women will experience hot flushes, 
night sweats, sleeplessness, anxiety, depression, tiredness, 
loss of libido, dry vagina, uncomfortable intercourse and 
urinary frequency. As these symptoms are oestrogen— 
dependent, response to HRT should be favourable. Minor side 
effects are normally experienced at commencement of HRT, 
however nearly all can be abolished with titration of 


therapy. 


For further details see MacLennan, 1991; MacLennan, 


MacLennan, O’Neill et al., 1992. 


* Reduction in Cardiovascular Disease 


ibuted to 
: 2 eaths among women are attribu 
In Australia, 40% of d with the majority of ‘these deaths 


i lar accidents, rs : 4 
cardiovascu Oestrogen deficiency in postmeno 


i ostmenopausal women . P 
aint results in an increase in cardiovascular 


j iti j bone mass. Reviews of 
j e, in addition to its effect on 
ee a tee of studies investigating the possible role 7 
HRT in cardiovascular disease suggest that HRT reduces risks 
of coronary artery disease and stroke by 30-50%. 


in postmenopausal women has been demonstrated to 
eee ce’ the Lich daneity Ai meprctein (HDL) cholesterol: low 
density lipoprotein (LDL) cholesterol ratio by decreasing 
total cholesterol and LDL cholesterol levels, thereby 
reducing the risks of cardiovascular disease. 


Further cardioprotective effects of oestrogens may be 
provided by the slight reduction of blood pressure due to 
oestrogen-induced vasodilatation. 


Oestrogen-induced thrombosis has not been demonstrated to be 
a complication in postmenopausal women and therefore it 
should not be necessary to cease HRT prior to elective 
surgery. However, caution is suggested in women on HRT who 
currently smoke. 


For further details see MacLennan, 1991 & 1992; Newnham & 
Burger, 1992; Wren, 1992. 


* Prevention of Osteoporosis 


Osteoporosis is the reduction in bone density leading to an 
increased risk of fracture. It is estimated that 20-30% of 
Australian women will develop osteoporosis if they live 
beyond 70 years of age. The direct cost of age-related 
fractures in Australia is currently A$175 million per annum. 
It is also estimated that of those Australian women reaching 
70 years of age, 20-25% will have been hospitalised with a 
fracture of upper or lower limb or spine. Conservative 
estimates for health care and community costs involved for 
hip fractures alone in Australia (with a female:male ratio of 
2:1) are between $A200 and As500 million annually. Projected 
figures for hip fractures in the year 2011 are 18,000 per 
year, with these fractures occupying an estimated 570,000 
Surgical bed days. é 


Menopausal women are particularly at risk of oste i 
al wor oporosis 

due to significant bone loss within 5 and up to 15 years of 
onset of menopause. Reduced oestrogen is postulated to 
rye tai ht down of the bone. Other risk factors 
infiuencing osteoporosis in these women include: a 

: e greate 
than 55 years, family history of osteoporosis, et esivaiony 
activity, smoking, low body weight, inadequate dietary 


calcium intake and/or impaired i : 
: é calcium absorpt nd 
corticosteroid hormone levels. oe oeceee 


Oestrogen therapy prevents bone loss in postmenopausal women 
thus reducing their risk of Osteoporotic fracture. Maximum 
effects of oestrogen therapy can be demonstrated if started 
within the first 3 years of menopause, when bone loss is at a 
maximum. Further prevention of osteoporosis may be provided 
by a reduction in life-style risk factors, increased physical 
oe and a daily intake of 1000 to 1500 mg of elemental 
cium. 


However, it should be noted that a consultancy done for the 
Department of Health, Housing and Community Services has 
shown, by use of metanalysis, that 300 50-year-old women need 
to be treated for 10 years to prevent one hip fracture. 
Moreover, the same analysis showed that if oestrogen therapy 
is stopped after 3-5 years, the ratio of observed/expected 
fractures increases from 0.4 to 1.0 i.e. it reverts to the 
previous situation. 


For further details see Sambrook, 1991; Seeman, Eisman, 
Gutteridge et al., 1991; Eisman, 1992 


2.3.6 Hormone Replacement Therapy and Cancer 
* Endometrial Cancer 


A 2 to 20 fold increased risk of endometrial hyperplasia and 
endometrial carcinoma (l: 1,000) has been associated with 
long-term administration of oestrogen alone. However, 
addition of progestogen for 12-14 days of each cycle 
eliminates the increased risk of endometrial cancer. Cervical 
and ovarian cancer rates are unaffected by HRT use and there 
is also evidence that lower bowel and rectal cancers may be 
reduced by approximately 50% in women taking HRT. 


* Breast Cancer 


The influence of HRT on breast cancer remains controversial, 
as opinions are based on retrospective and cohort studies 
rather than randomised prospective placebo-controlled trials. 
No study has shown that hormones initiate breast cancer. The 
use of sex steroid hormones has no significant effect on the 
risk of breast cancer with hormone replacement therapy and 
contraception, as concluded in a recent review of case 
control and cohort studies. 


t 1 in 15 women by the age of 75 
years. However, this rate is further increased to 1 in 6 tor 
women with a family history of breast cancer. From those 
studies demonstrating adverse effects, the relative risk of 


- j 1,000/year 
breast cancer from long-term HRT is 1.3 cases / ; 
rather than 1 case/1,000/year in Australian women not taking 


oestrogen. 


Breast cancer affects at leas 


s a relatively high incidence in women, it 


reast cancer ha Aa 
a 1 for the clinician to be managing a 


would not be unusua 


a history of breast cancer. There 1s 
types of breast cancer can be promoted 
gen or progesterone 


menopausal woman with 
concern that certain 
by HRT, due to the presence of oestro 


receptors in the tumor. 


However, Eden (1992 b) suggests that in the ree Nt pn pe 
menopausal woman with breast cancer, it 1S difficu - e) ot 
such women access to HRT. Rather, the quality of life mus 

be balanced against the theoretical risk of tumor protection. 
Thus, symptomatic menopausal woman should be assessed on an 


individual basis. 


Assessment of risk factors (cardiovascular, osteoporosis and 
tumor pathology) in conjunction with a judgement on the 
influence of menopausal symptoms on the quality of life 
should determine the possible use of alternatives to HRT, 
such as progestogens for flushes and topical oestriol for 
vaginitis. If menopausal symptoms remain severe, then only 
after consultation with the oncologist and written consent 
from the patient should oestrogen and continuous medium dose 


progestogen therapy be commenced. 


For further details see MacLennan, 1990; Eden, 1992 a & b; 
Khoo & Chick, 1992. 


2.3.7 Contra-indications to HRT 


The only contra-indications to HRT are severe liver disease 
and post-menopausal thromboembolic diseases. 


2.3.8 Conclusion 


Menopausal women with severe oestrogen-dependent symptoms, 
and with a high risk of cardiovascular disease or 
Osteoporosis, should benefit from HRT with improved quality 
of life and reduction of the likelihood of Cardiovascular 
disease and osteoporosis. Overall management of the 
menopausal woman involves all aspects of life-style including 
exercise, diet, smoking, alcohol and psychosocial factors, in 
conjunction with provision of a suitable HRT regimen. 
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2.4 BENZODIAZEPINES 
2.4.1 Introduction 


Benzodiazepine use is controversial b 

ecause of the dependence 
potential of therapeutic doses and the ambiguity in “ 
indications for prescription of these medications. 


Benzodiazepines are commonly prescribed as anxiolytics for 
treating anxiety, tension and as hypnotics for treatment of 
insomnia. Other indications include the treatment of 
epilepsy and status epilepticus (via intravenous injection) 
sedation as premedication or given intravenously for 
uncomfortable procedures such as endoscopy, and in the 
management of alcohol withdrawal. Intravenous administration 
can be of value in acute psychiatric emergencies where 
agitation is a prominent feature (Psychotropic drug 
Guidelines, 1990). 


2.4.2 Pharmaco-epidemiology 


In Australia in 1989 and 1990, there were an estimated 
750,000 users of benzodiazepines, of whom 330,000 used 
benzodiazepines on a daily basis and had done so for six 
months or longer (Australian Bureau of Statistics, 1991 ). 
Most of this use was for sleep disturbance. A total of 10.59 
million prescriptions were dispensed through Australian 
pharmacies in 1990, enough for 3% of the population to take a 
daily dose (Mant, Whicker, Birkett et al., unpublished 
communication). 


Benzodiazepine prescribing patterns are strongly influenced 
by government subsidisation, thus the Majority of benzodiaze- 
pines prescribed within Australia were those listed on the 
Pharmaceutical Benefits Scheme i.e. diazepam, oxazepam, 
nitrazepam and temazepam (Table 2.4.1). Benzodiazepine 
utilisation, or defined daily dose/1000 persons/day 
(DDD/1000/day) for 1990 was 33.73 DDD/1000/day for Australia 
(Mant, Whicker, Birkett et al., unpublished communication). 


Investigations into the prescribing of psychoactive 
medications in the Tasmanian community demonstrated that 
13.2% of all prescriptions dispensed in Tasmania were for 
psychoactive medication (Jacobson, Friesen, Peterson et al., 
1992). Importantly, the estimated prescribing rate for 
benzodiazepines was almost 1.5 times greater, at 47.8 
DDD/1000/day, than the estimation for benzodiazepine 
utilisation for Australia in 1990. The pattern of Pn 
prescribing for the individual benzodiazepines was similar to 


that shown for Australia. 


Table 2.4.1 


n of Benzodiazepine Prescriptions in 


Percentage Distribut2o ralian Drug Utilisation Sub-Committee 


Australia, 1990. Data source: Aust 
(DUSC) database, 1990. 


ne es 


Australia 


Benzodiazepine % 
ne 
diazepam ues 
oxazepam Poor 
nitrazepam eres 
temazepam : 
triazol - 
flunitrazepam 3. 
lorprazolam = 
lorazepam a 
chlordiazepoxide 0.6 


others 3.5 
Total 99.9 


2.4.3 Pharmacology 


Benzodiazepines facilitate the effects of the inhibitory 
neurotransmitter aminobutyric acid (GABA) via specific 
benzodiazepine receptors located within the GABA receptor 
complex. Multiple sub-types of benzodiazepine receptors 
within GABA receptor complexes in different areas of the 
central nervous system may account for the different clinical 
effects associated with different benzodiazepines. Although 
benzodiazepines have relatively similar chemical structures, 
these agents may differ greatly in lipophilicity, rate of 
absorption, metabolic pathways and rate of elimination, 
thereby influencing the potency and/or the duration of action 
of the agent. 


The presence of an active metabolite can markedly lengthen 
the duration of action (Table 2.4.2). The selection of the 
benzodiazepine appropriate for specific clinical situations 
is based on their differing pharmacokinetic and 
pharmacodynamic properties. 


Thus, benzodiazepines that are Slowly absorbed and slowly 
eliminated are most appropriate for the anxious patient, due 
to a gradual and sustained anxiolytic effect. Rapidly / 
absorbed and slowly eliminated benzodiazepines are usually 
more appropriate for patients with sleep disturbances, since 
rapid absorption induces sleep and the slower elimination 
rate may induce less tolerance to the sedative effect. 


For further details see: Psychotropic drug guidelines, 1990: 
e 


Teboul & Chouinard, 1990 & 199}: NH & : : 
benzodiazepine ie, 1999. ; MRC Guidelines for 


fable 2.4.2 


the Pharmacokinetic P i : 
fevaieGiae: roperties of Commonly Prescribed Anxiolytics and 


a ee 


rug _ Elimination Active Elimination 
half-life metabolites half-life of 
(1] metabolites 
(hours ) [2] 

(hours ) 

inxiolytics 

\lprazolam 12+2 no 

sromazepam 1612] yes 

~hlordiazepoxide 10+3.4 yes 75 

-lobazam 2[2) yes 40 

Jiazepam 43+13 yes a5 

,0razepam 14+5 no 

\xazepam 6.8+1.3 no 

lypnotics 

‘lunitrazepam 15+5 yes 2331 

‘lurazepam 2tZ) yes 80 

litrazepam 26+3 no 

‘ema zepam 23+5 no 


a 


Information sources: 


{1} Goodman Gilman A, Rall, Nies et al. Goodman & Gilman, 
The Pharmacological Basis of Therapeutics, 8th Edition. 
[2] Psychotropic drug guidelines. Victorian Medical 


Postgraduate Association, 1990. 


2.4.4 Problems associated with benzodiazepine use 


* Benzodiazepine dependence and withdrawal 


(See Section 2.4.5) 
* Oversedation and psychomotor impairment 


Adverse effects include drowsiness, impaired alertness, 
agitation and ataxia. The elderly are particularly 
vulnerable to these effects, due to age-related changes in 
both pharmacokinetic and pharmacodynamic parameters. Higher 
rates of falls and hip fractures have been associated with 
the use of benzodiazepines with elimination half lives — 
exceeding 24 hours. Therefore, caution should be exercised 
in the selection of a benzodiazepine for the pion POO te 
further details see Berry, 1990; Ames, 1991; Mant, 1 : 


* Adverse effects on mood and behaviour 


* Rebound insomnia 


* Pregnancy and breastfeeding 


The teratogenic potential of benzodiazepines remains ee 
controversial. However, benzodiazepines have been associate 
with increased incidence of cleft palates and a 


characteristic dysmorphism, growth retardation and CNS 
dysfunction i.e. "floppy baby" syndrome. 


depression in new born infants 
can be induced by large doses of benzodiazepines administered 
to mothers during delivery. Continuous maternal use of 
benzodiazepines during pregnancy can lead to a neonatal 
benzodiazepine withdrawal or abstinence syndrome. 


Serious prolonged respiratory 


Benzodiazepines are excreted in the breast milk, and 
drowsiness has been reported in breastfed infants. Thus, 
mothers requiring benzodiazepine therapy should be using the 
lowest effective dose and their infants assessed for signs of 
benzodiazepine toxicity. For further details see Gaudreault, 
Guay, Thivierge et al., 1992; NH & MRC Guidelines on 


Benzodiazepine Use, 1992. 
* Overdose 


Benzodiazepines are relatively safe if taken alone in an 
overdose situation. Patients usually exhibit only mild CNS 
symptoms of somnolence, diplopia, dysarthria, ataxia and 
intellectual impairment. Flumazenil, a benzodiazepine 
antagonist, can be used in an emergency room situation for 
diagnostic purposes and reversal of benzodiazepine overdose. 


Benzodiazepines, in combination with other sedative drugs, 
such as alcohol and antihistamines, can lead to severe CNS 
— For further details see Grandreault et oe 

1 ‘ 


2.4.5 Dependence and withdrawal with benzodiazepine use 


It is difficult to predict which patients will become 
dependent on benzodiazepines, although some groups of 
patients may be of greater risk i.e. those with a family 
and/or personal history of drug or alcohol dependence, and 
patients with maladaptive personality styles. f 


Indications of benzodiazepine dependence include: tolerance 
to usual dose of medication, rebound insomnia, inability to 
reduce medication use, self medication with more frequent 


and/or increased doses of benzodiazepi 
> e 2 e 
withdrawal symptoms. Pines, and characteristic 


rsp cag can occur in persons who have been taking 
erapeutic or higher doses of benzodiazepines on a regular 


basis for 2 or more weeks. Minor withdrawal symptoms are 
reported in up to 50% of patients discontinuing therapeutic 
doses of benzodiazepines. However, withdrawal between 
regular doses can occur, in particular with those benzodia- 
zepines with a rapid onset of action and short duration of 
effect, such as those commonly prescribed for insomnia. 


There is a Significant risk of withdrawal if benzodiazepines 
are discontinued abruptly, particularly in the sick and 
elderly. Patients admitted to hospital should be given their 
usual benzodiazepine medication, in order to avoid withdrawal 
and not complicate their hospital Stay. It is recommended 
that such patients commence their benzodiazepine withdrawal 
once discharged from hospital, under the supervision of a 
general practitioner. 


Withdrawal from short acting benzodiazepines generally occurs 
earlier and is more severe than withdrawal from long acting 
benzodiazepines. Severity of benzodiazepine withdrawal is 
also dependent on the duration of action and the dose of the 
drug, the rapidity of withdrawal and the personality 
characteristics of the patient. 


The benzodiazepine withdrawal is characterised by the 
following signs and symptoms: anxiety, insomnia, abnormal 
body sensations, increased sensory perception, a sense of 
derealisation and depersonalisation, muscle twitching and 
aching, tremor, parasthesia, tinnitus, blurred vision and 
restlessness. 


It is easy to underestimate the severity of benzodiazepine 
withdrawal, as the patient may appear calm. Upon questioning 
of the patient, however, it may become apparent that the 
patient is confused and may have a fluctuating level of 
consciousness. 


Major manifestations, such as seizures and delirium, are 
rare. Seizures may occur 1-12 days after discontinuing 
benzodiazepines. Delirium is a significant problem, as is 
confusion in elderly patients. 


The majority of medically supervised benzodiazepine 
withdrawal programmes occur in an outpatient setting. ‘ 
Individualised withdrawal programmes need to be planned, with 
the consent of each patient. The minimum time to slowly 
reduce benzodiazepine use in this setting is about 4 weeks. 
Each dose reduction should be titrated against the patient Ss 
withdrawal symptoms. For those patients who experience 
difficulty in reducing their benzodiazepine use due oe a 
withdrawal symptoms, substitution with an tg ose 

a longer acting benzodiazepine such as diazepam is e 
necessary. Dose equivalents of the commonly use 


benzodiazepines are presented in Table 2.4.3. 


i i hospitalised 
i it may be necessary to withdraw 
Seiiice. abasing High doses of benzodiazepines. Conversion 


of the benzodiazepine medication the patient was taking into 


uivalent dose of diazepam should be ae oe a with 
ae of the patient. On the first day ei 5 anid tp 
benzodiazepine withdrawal programme, the eda ree doses. 
iven 40% of the usual daily dose in 3 — - toms are 
Eeeaeton, reduce dosage by 10% per day if symp 


reasonably well controlled. 
at patients receive regular follow up for 


fter cessation of the medication, in 
ing their health and provision of 


It is recommended th 
at least one month a 
order to continue monitor 


support. 


Table 2.4.3 
Dose Equivalents of Commonly Available Oral Benzodiazepines. 


Diazepam 5.0mg Chlordiazepoxide 25.0mg 

is equivalent to Lorazepam 1.0mg 
Oxazpam 30.0mg 
Temazepam 20.0mg 
Nitrazepam 2.5mg 
Flunitrazepam 1.0Omg 
Bromazepam 3.0mg 
Alprazolam 0.25mg 
Triazolam 0.5mg 


2.4.6 Alternatives to benzodiazepine treatment 


Exposure of patients and hospital staff to an educational 
intervention designed to increase understanding of insomnia, 
promote appropriate drug use and prescribing and encourage 
the use of non-pharmacological methods to aid sleep, can be 
effective in reducing the number of patients taking 
hypnosedativa medications after discharge (Carey, Day, Cairns 
6t-alk., 1992). 


Non-pharmacological management for anxiety and insomnia 
requires clarification of the problem and Simple counselling, 
with advice and reassurance. Patients may also benefit from 
provision of information sheets specific to their problem, 
including relaxation techniques, structured problem solving 
and hints for better sleeping habits. 


Patients may also benefit from referral to specialist 
practitioners and/or support organisations. 


2.4.7 Conclusion 


Benzodiazepines are relatively safe i 
effects, unless taken with enar etait “ah 
patients, prescribing of benzodiazepines for periods fant 
than 2 to 4 weeks is not recommended, due to the de anita ry 
and withdrawal potential of these medications. cauetion ee 
be exercised when prescribing benzodiazepines for individuals 
with a previous history of drug or benzodiazepine dependence 
benzodiazepine withdrawal, patients with maladaptive ’ 
personality styles and the elderly. 


The substantial cohort of long term users of benzodiazepines 
especially for insomnia, highlights the need for better é 
education of the public and the medical profession about 
sleep disorders. 


Overall, the elderly and female consumers are the major users 
of benzodiazepines. The elderly, and in particular elderly 
women, have an increased likelihood of using multiple 
medications (Simons, Tett, Simons et al., 1992). Thus, 
medication review is advisable. 


2.4.8 References/additional reading 


Ames D. ‘Safe hypnotic use in the elderly’. Current 
Therapeutics, 32, 1991, p57. 

Australian Bureau of Statistics, 1991. ‘Australian Health 
Study 1989-1990’. 

Busto U, Sellers E, Naranjo C et al. ‘Withdrawal reaction 
after long term therapeutic use of benzodiazepines’. N Engl 


J Med, 315, 1986, p854. 


Berry GC. ‘’Sleep and hypnosedative use in the elderly’. 
Modern Medicine, Oct 1990, p70. 


Carey DL, Day RO, Cairns DR et al. ‘An attempt to influence 
hypnotic and sedative drug use’. Med J Aust, 156,°1992, 
p389. 


‘Benzodiazepine 


Gaudreault P, Guay J, Thivierge RL et al. 
Current 


poisoning. Clinical considerations and treatment’. 
Therapeutics, 1992, 33, ps5. 


Foy A, Drinkwater V, March S et al. ‘Confusion after 
admission to hospital in elderly patients using 
benzodiazepines’. BMJ, 293, 1987, pl072. 


‘Psychoactive drugs: Improving 


H & Khan I. : 
tar World Health Organisation, Geneva, 


prescribing practices’. 
1988. 


’Psychoactive 


Triesen WT, Peterson GM et al. 
Med J Aust, 


Jacobson GA, 
he Tasmanian community’. 


drug prescribing in. 
157, 1992, p20. 


Whicker SD, Birkett DJ et al. ‘Benzodiazepine 
h international comparisons’. 


Mant A, 
utilisation in Australia wit 


(Submitted for publication). 
Mitchell P & Mant A. ‘Insomnia’. Med J Aust, 154, 1991, 
193. 


‘NH & MRC Guidelines for the prevention and management of 
benzodiazepine dependence’. Monograph series No. 3. 


Victorian Medical Postgraduate Foundation. ‘Psychotropic 


drug guidelines’, lst edition, 1989/90. 


fable 2.5.1 


ion-Steroidal Anti-Inflammatory Dru A 
: : s (N vai 
-rescription in Australia ge (NSAlDe) Available by 


Drug Trade names 

Aspirin Ecotrin; SRA; ASA 
Diclofenac Voltaren 

Diflunisal Dolobid 

Ibuprofen Brufen; Inflam; Rafen 
Indomethacin Indocid; Arthrexin; Rheumacin 
Ketoprofen Orudis; Orudis SR 
Naproxen Naprosyn; Naxen 
Phenylbutazone Butazolidin 
Piroxicam Feline 

Sulindac Chinerich 

Tenoxicam Tirleotil 


NSA1Ds differ widely in chemical structure, and therefore 
physiochemical properties, and it is these differences 
between the NSA1Ds’ physiochemical properties which result in 
differences in preferential sites of action, duration of 
action and adverse effects. Acidic NSA1Ds are preferentially 
sequestered in synovial tissue, and are therefore present at 
or close to the site of inflammation, which may be beneficial 
for the treatment of some patients. The more lipid soluble 
the NSAID, the greater the likelihood of central nervous 
system effects, especially in the elderly. 


NSAlDs are readily absorbed after oral administration, are 
highly bound to plasma albumin and undergo hepatic and renal 
metabolism and excretion. Time for onset of action after 
oral administration is similar for all NSAIDs. Plasma 
half-lives of prescribed NSAl1Ds range from 0.25 hours for 
aspirin to 68 hours for phenylbutazone. However, dosing 
schedules, and thus the effectiveness of the NSA1Ds, do not 
correlate with the respective half-lives, possibly in part 
because of the diffusion rate of the drug into the synovium. 
Unlike other NSA1Ds, the hepatic metabolism of aspirin and 
sulindac produces active metabolites with anti-inflammatory 
actions. Inactive acyl glucuronide metabolites of some 
NSA1Ds, which undergo renal elimination, may be retained and 
converted back into the active parent compound in patients 
with impaired renal function, thereby increasing levels of 
active NSAID and increasing the risk of toxicity. 


Generally, the lowest dose of NSA1Ds produces most of their 
antiinflammatory response. In the event of insufficient 
clinical effect, titration of dose against symptoms should be 
effective in overcoming the wide intersubject variation in 
response to NSAIDs. Should the patient remain unresponsive 
to a specific NSAID after two weeks of therapy, an 


Two or more NSAI1Ds 


alternative NSAID should be trialled. ng the drug efkects 


should not be administered concurrently, 
are not additive or synergistic. 


For further details see Day, 1990; Johnson & Day, 199la. 


2.5.4 NSAlDs in the treatment of musculoskeletal pain 


i musculoskeletal pain is often dependent on the 
Apes Ripe the nature of the pain. Much musculoskeletal 
pain is transient and responds to rest, heat or exercise. 
Treatment is determined by the type, cause and severity of 
the pain. Therapeutic options for overall management of 
musculoskeletal pain include physical, medication inclu- 


ding NSA1Ds and surgery. 
* Osteoarthritis 


The aetiology of osteoarthritis is multifactorial, with 
ageing, mechanical, genetic and cultural factors all. 
contributing to the development of joint failure. Clinically, 
the disorder is characterised by crepitus, pain, deformity 
and limitations of movement. The intensity of pain 
experienced will fluctuate, especially with physical 
exercise. 


NSAIDS are widely prescribed, and are effective in the 
symptomatic relief of pain. However, reliance on this type 
of pharmacological management alone is questionable, due to 
the adverse effects of these drugs, particularly in the 
elderly. Also, there is very little evidence which supports 
the provision of any beneficial anti-inflammatory role of 
NSA1Ds long term in osteoarthritis. Several studies have 
failed to demonstrate increased pain relief in osteoarthritis 
with NSA1Ds, at analgesic or the larger anti-inflammatory 
doses, when compared with paracetamol. Thus, current 
management of osteoarthritis does not recommend NSAIDS as the 
first line of management. Rather, NSAlDs should only be 
prescribed when paracetamol does not provide adequate pain 
relief. To keep the NSAID intake at the lowest effective 
dose, the NSAID can be prescribed in combination with 
paracetamol. 


Optimal management of osteoarthritis requires individualised 
therapy and regular patient review. Management should be 
directed at protection from mechanical abuse of the involved 
joint(s) in conjunction with pain control. Weight reduction 
and improved fitness, gained by an exercise programme 

pg pose ere cathy for the patient (See Section 2.5 ery? 

important aspects of the non-pharma j : 
of osteoarthritis and other miscdicekaletalmitaern: aa 


For further details see Bradle 
‘ Y, Brandt ; 
Day, Seideman & Cohen, 1992; Pinals, 9 oe ip et al., 1991; 


= Rheumatoid arthritis 


Rheumatoid arthritis is a chronic multisystem disease of 
unknown aetiology. The characteristic feature of rheumatoid 
arthritis is persistent inflammatory Synovitis, generally 
involving peripheral joints. Persistent inflammation leads 
to cartilage destruction, erosion of bone and joint 
deformities. Rheumatoid arthritis affects approximately 1% 
of all adult populations. Females are affected three times 
more than males. Prevalence increases with age. Family 
Studies indicate a genetic predisposition. 


Early diagnosis and treatment of rheumatoid arthritis is 
important to prevent joint destruction. Treatment aims to 
provide relief from pain, reduce inflammation, maintain joint 
and muscle function, thereby improving the patient’s quality 
of life. To achieve each of these treatment aims, 
individualised management programmes must be devised in 
conjunction with the patient, as discussed previously for the 
optimal management of osteoarthritis. 


First line agents for the management of active rheumatoid 
arthritis are NSAIDs. Analgesia from paracetamol alone is 
often unsuitable, however combinations of an NSAID agent and 
paracetamol may provide suitable pain relief, thus keeping 
the NSAID dose lower than if taken alone. NSAIDs in 
combination with low dose antidepressants may result in 
greater relief from pain in some patients. 


For further details see Day, 1990; Zilko, 1990; Egger, 1991; 
Arnold, Sonnabend & Schreiber, 1992; Australian 
Gastroenterology Institute, Arthritis Foundation of Australia 
and Australian Rheumatology Association, 1992. 


* Juvenile chronic arthritis 


Juvenile chronic arthritis affects only 0.1% of children 
under 16 years of age. The overall prognosis of the disease 
is good, with 40% of children having no residual disability 


and 30% experiencing minor problems. 
nt joint deformity and maintain joint 


whilst allowing the patient to maintain 
As for the treatment of adult 


Therapy aims to preve 
and muscle function, 


a reasonable quality of life. or treat 
osteoarthritis and rheumatoid arthritis, individualised 


ammes consisting of physical, social, occupational, 
veychological, educational and pharmacological components are 
required for optimum management of the disease. These 
programmes should involve family members as well as the 
patient and associated medical staff. 


, k t 
s required in the treatmen 
perpen Ly spay reeds on Pepe ree recommended for use in 


j ile chronic arthritis. es 
ory with juvenile arthritis include ibuprofen, naproxen, 


. * * * * * s 
diclofenac, indomethacin and phaexicatngiees heed i esac 
. . . J a Oo ; 
aindicated in children or : 
ea - ae of aspirin intake and the hepatotoxic Reye §s 


syndrome. 


For further details see Rudge, 1990. 


* Gouty arthritis 


erally occurs in conjunction with raised 


Gouty arthritis gen 
eke wend levels. Crystal formation of monosodium urate may 
precipitate an acute inflammatory response in the synovium. 


NSAIDS are the drug of choice for acute gouty arthritis and 
provide pain relief within 4-6 hours, when given orally and 
in adequate dosage. Failure to resolve symptoms within 24 
hours on the prescribed NSAID requires an alteration in drug 
therapy. Aspirin should be avoided in the treatment of gout, 
as it may raise uric acid levels. Urate-lowering medication 
should not be introduced, or dosages increased, until the 
acute attack has completely passed. For further details see 
Bellamy & Brooks, 1990. 


* NSA1Ds in the treatment of dysmenorrhea 


Dysmenorrhea is associated with increased prostaglandin F2a. 
Due to their inhibition of prostaglandin synthesis, 
therefore, NSAIDs may be effective in the symptom and pain 
control of dysmenorrhea. NSA1Ds commonly prescribed for 
dysmenorrhea include aspirin, naproxen sodium and mefenamic 
acid. In conjunction with inhibition of prostaglandin 
synthesis, mefenamic acid also antagonises prostaglandin 
receptors which may contribute to its role in the treatment 
of dysmenorrhea. 


2.5.5 Adverse effects and possible drug interactions 
The most frequently reported problems to NSAIDs are: 


* Gastrointestinal 


Dyspepsia (indigestion, heart burn and nausea) i i 
10-15% of patients taking NSAl1Ds. rdeibigilicheedrooenae oc ry 
prostaglandins in the gastric mucosa is attributed to these 
gastrointestinal disturbances. Newer NSAIDs, the development 
of enteric coated preparations, administration of medication 
with or after food, or with an antacid preparation, 


contribute to a reduced incidence of i i 
erp gastrointestinal 


Peptic ulceration is less common th ; 
a an dyspepsia (s : 
2.5.1). Non-aspirin NSAlDs cause significantly lege Section 


or cigarette smoking. 


Treatment for gastroduodenal complications includes antacids 
and H2-antagonist therapy. Misoprostol, a prostaglandin 
analogue, is reported to successfully heal NSA1D-induced 
gastroduodenal lesions and to prevent the recurrence of 
gastric lesions in the presence of ongoing NSAID treatment 
Recent evidence supports the cost-effectiveness of 
misoprostol for the first three months of NSAID therapy in 
patients who require chronic NSAID administration and are at 
risk of gastrointestinal toxicity. 


For further detail see Day, 1991; Elliott, 1991. 
* Renal 


NSA1Ds can produce or aggravate a wide range of renal 
syndromes. NSAID inhibition of synthesis of the 
prostaglandins necessary for the maintenance of renal blood 
flow may reduce glomerular filtration rate and renal blood 
flow, which with chronic NSAID use progresses to renal 
impairment. Risk factors contributing to NSA1D-induced 
toxicity include: the NSAID involved, dose, duration of 
therapy, age, concurrent diseases and medications and 
preexisting renal disease. For further detail see Hoitsma, 
Wetzels & Koene, 1992. 


* Hepatic 


Liver damage has been reported for most of the NSAIDs 
available, however aspirin and phenylbutazone are the only 
NSA1IDs attributed with direct toxic effects on hepatic 
tissue. In the event of hepatotoxicity, the medication 
should be withdrawn and NSAlDs from the same class should not 


be prescribed. 


* Neurological 


behavioural disturbances, confusion, perceptual 
dysfunction and dizziness have all been attributed to NSAIDs. 
The lipophilic nature of the NSAID is thought to be the 
factor contributing to NSA1D-induced neurotoxicity. 


Mood swings, 


* Dermatological 


Cutaneous adverse reactions to NSA1Ds range from mild to 
severe urticaria, rashes, purpura, cutaneous vasculitis, 
photosensitivity, Stevens-Johnson syndrome and toxic 
epidermal necrosis. In Australia, the highest rate of 
photosensitivity reactions reported for NSA1Ds correlate 
with those NSAIDs most frequently prescribed: naproxen, 
sulindac, diclofenac and diflunisal. 


* Haematological 


row suppression is rare, and those 


-j ne mar 
NSA1D-induced bo e and oxyphenbutazone) have 


agents responsible (phenylbutazon 
been withdrawn from general use. 


ion of prostaglandin synthesis results in 
esives and prolonged bleeding times 

which may pose a surgical problem. 

h thromboembolic risk factors benefit 
when it is administered in lower 


Irreversible inhibit 
reduced platelet adh 
induced by aspirin, 
However, patients wit 
from this effect of aspirin, 
doses. 


* Some of the important NSA1Ds/other drug interactions 
are with: 


Oral anticoagulants - possible increase of anticoagulant 
effect, due to increased concentrations of free 


anticoagulants. 


Lithium - reduced excretion of lithium increases risk of 
toxicity. 


Oral hypoglycaemics - reduced metabolism of hypoglycaemic 
agent increases the risk of hypoglycaemia. 


Digoxin - increased digoxin levels and toxicity risk, due to 
reduced renal clearance. 


Antihypertensives - reduced hypotensive effects, due to 
altered renal function. 


For further details see Day, 1990; Johnson & Day, 1991; 
Australian Gastroenterology Institute, Arthritis Foundation 
of Australia and Australian Rheumatology Association, 1992. 


2.5.6 Prescribing NSA1Ds for the elderly 


Medication review is advisable prior to prescribing any 
medication, in order to avoid duplication of current 
medications in use and possible drug interactions. Due to 
possible pharmacokinetic and pharmacodynamic changes 
associated with ageing, the increased likelihood of multiple 
medication use in these patients, the need for NSAIDs the 
ccc ore ae and the duration of therapy must be carefully 
Tivcins Gee, effort to avoid drug interactions and 


Recommendations for optimum mana 

nme gement of the elder] i 
requiring NSAIDs include regular clinical anscsinanti= Sipe 
Thaegpeae per eee EE 2s blood counts, renal and hepatic 

i0n tests - which should be carried out j 
patient progress and the possible need : Be ceeson 
cherapy.” BLureeeaee ee for continuation of 

; portant interactions of NSA] j 

other medications are as previously discussed (see ier 


2.7.5), however the 1ji i 
: ike : 
Pecans sac LSTA alia of such interactions occurring 
For further information on ifi 

specif i i 
adverse effects, see pet ps Dad ene suaiiics canna 


2.5.7 Non-pharmacological support strategies 


pone papemane lagi oc Support strategies for musculoskeletal 
con itions often include physiotherapy, physical exercise 
a eee cele management, occupational therapy and : 
education. A contribute to an im j i 

a oe proved quality of life for 


Physiotherapy programmes aim to improve muscle strength and 
length, improve joint function and to educate the patients in 
the overall management of their condition. Exercises, heat 
cold, rest, splinting, soft tissue massage, joint ' f 
mobilisation, orthotic devices, walking aids and 
transcutaneous nerve stimulation for pain relief may all be 
involved. Hydrotherapy can play a major role in the 
management of patients with advanced disabilities or 
involvement of weight bearing joints. 


Exercise suitable for arthritis patients includes swimming, 
aquarobics, low impact aerobics, walking and light weight 
training. Strengthening of joints can help to reduce 
immobilisation and reverse deteriorating co-ordination 


effects. 


Little evidence is available which supports anything other 
than good nutritional management (high fibre intake from 
fruits, vegetables and complex carbohydrates; dairy products; 
low intake of saturated fats), including adequate vitamin, 
mineral and calcium intake for patients with rheumatic 
diseases. Benefits from marine oils are limited, 
particularly when compared to the large quantities of marine 
oil necessary to produce such benefits. Control of serum 
uric acid levels in patients with gout is seldom achieved by 
reduction of intake of purine-containing foods without the 
addition of a uric-acid-lowering medication. However, 
restriction of purine intake does reduce the dose 
requirements of uric-acid-lowering medications required. 


nts provides reassurance, as well as 

r understanding of their arthritic 
complaint. In turn, patient compliance to management 
regimens may be improved and overall improve the patient’s 
quality of life. Patient education may be provided by all 
health professionals with whom the patient interacts and 
support organisations which specifically deal with the 
disorder, such as the Arthritis Foundation of Australia. 


Education of patie 
promoting a greate 


For further details see Howe, 1990; Bellamy & Brooks, 1991; 


Egger, 1991; Morand, 1991. 


2.5.8 Conclusion 

i ropriate. 
d/vor use of NSAIDs 15 often inapp 
eee in disorders with inflammatory 
re NSA1Ds should not be given _ 
veness is unaltered and the risk of 
ffects increased. Non-pharmacological 
ement of the underlying een en 

j intake and a better 
lead to a reduction in medication 1n i. 

Poe of life for the patient. Medication and clinical 
hai 2 reviews should take place regularly, particularly in 
the elderly and/or those patients on multiple medications. 
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2.6 Lipid lowering drugs 


2.6.1 Introduction 


j 50% of 
‘sease (CHD) is the cause of almost 
Eopenary nese oer n Australia, i.e. more than 10,000 


all deaths per annum i 
Australians less than 70 years of age. 


i t Foundation Risk Prevalence Survey recently 
Beet ones a of the men and women surveyed, 47% and 39% 
evated blood cholesterol levels in >5.5 
lts were demonstrated in a large-scale 
1 screening programme on the North 
Henrickson et al., 1991). 


The 
demonstrated t 
respectively had el 
mm/L. Similar resu 
community-based cholestero 
Coast of NSW (van Beurden, James, 


There is considerable evidence which demonstrates the 
relationship of raised serum cholesterol levels” 
(hyperlipidaemia) with development and progression of 
atherosclerosis and subsequent coronary heart disease (CHD). 
Prevention of heart disease in these patients is associated 
with reduction of plasma lipids, through dietary therapy 
alone or through dietary and drug therapy in combination. For 
each 1% reduction in total blood cholesterol level, a 2-3% 
reduction in risk of CHD can be anticipated. 


Hypercholesterolaemia is related to raised blood levels of 
lipid complexes responsible for transportation of cholesterol 
in plasma. Low density lipoprotein (LDL) has a clearly 
defined role in the genesis of coronary heart disease. LDL 
is the principle lipoprotein for cholesterol transport in the 
blood, therefore reduction of LDL levels will result ina 
Significant lowering of cholesterol levels. High density 
lipoprotein (HDL) transports cholesterol from peripheral 
tissues and vasculature to the liver for breakdown and 
elimination. Thus, HDL is important in maintaining reduced 
levels of cholesterol, thereby reducing the likelihood of 
deposition of cholesterol-related atherosclerotic plaque. 
High levels of HDL have been associated with reduced risk of 
CHD. Hypertriglyceridaemia is due to an excess of very low 
density lipoprotein (VLDL). VLDL is a precursor of the LDL 
fraction, and has a cholesterol component incorporated with 
the triglycerides. Reduction of VLDL formation will lower 
both serum triglyceride and cholesterol levels. 


Acceptable levels of serum lipids are: 


total cholesterol of <5.5 mmol/L 

low density hypoprotein level (LDL) of <3.5 mm/L 
high density lipoprotein level (HDL) >0.9 mm/L and 
a triglyceride level of <2.00 mm/L. 


Risk factor management is as im j j 
portant in patients afte 
surgical revascularisation Or angioplasty as it is for chee 
paxeeate bs npeseaeee with hyperlipidaemia. Lipid control 
se patients should be stricter and aimin 
Cholesterol <4.5 mm/L, LDL <2.7mm/L, HDL >1.5 a a 


Lipid reduction can be achieved b , 
: y non-pharmacolo 1 
pharmacological means. However, eee ton coring tee and 


management plan for the patient, the ri 
must be considered. . risk factors for CHD 


For further details see Beilin et al 1992 
Peer . ; Gol 
& Rifkind, 1992; LaRosa & Cleeman, peste oldman, Gordon 


2.6.2 Risk factors for CHD 


Determination of medical management of the hyperlipidaemic 
Be ple is influenced by serum lipid profiles in association 
with: 


* History of cardiovascular disease 


Changes in underlying pathology from previous cardiovascular 
events predisposes these patients to a further cardiovascular 
events. : 


* Age 
Vascular disease increase with age. 


* Sex 


Vascular disease is predominantly a male health problem until 
the sixth and seventh decades of life, when female rates of 
vascular disease increase and almost equal that for males. It 
is possible that hormonal changes associated with menopause 
may be a major contributing factor to this change in risk 


rate. 
* Cigarette smoking 


Smoking increases the risk of CHD, with direct changes to the 
vasculature in conjunction with altered blood clotting and 
lipid profiles. Smoking also reduces the therapeutic effects 
of lipid-lowering and antihypertensive medications. All 
patients should be advised of the major benefits of cessation 
of smoking on their risk of CHD. Nicotine gum or specialised 
counselling (individual or group) may also be useful in 
providing motivation and/or reinforcement for a change in 


smoking behaviour. 


* Obesity 


j is associated with a high risk of vascular mortality 
penn yin arate Obesity may be due to excessive eating, . 
reduced physical activity, excessive alcohol intake, eet He 
mellitus, genetic background or a combination ss 4 Srp 
factors. Evidence suggests that gynoid or abdomina1 obesity 
does present a higher risk of CHD than android ee ‘ 
Introduction of the lipid lowering diet See eo, Se +o > Pe 
in conjunction with increased physical activity, snou 


reduce this risk factor. 


* Physical activity 


cally active individuals have a 
heart disease than phaaiabey ta 

i ive. Regular physical exercise in conjunctl 
Oe menace me ee has been demonstrated to reste oe 
the progression rate of coronary artery disease. —- ue 
loss, or maintenance of attained body weight, and ody aC p 
are also attributed to by regular physical activity, althoug 
recent investigations suggest that the relationship between 
exercise and biological CHD risk factors (blood pressure and 
serum cholesterol and triglycerides) is only slight. 


Evidence suggests that physi 
lower risk rate of coronary 


* Hypertension 


The contributions of hypertension to vascular disease, and 
thus CHD, are well documented. Treatment of hypertension 
should not be managed on drug therapy alone. Overall 
Management should also include life-style management, —~ 
including weight control, serum lipids and physical activity. 
Increased management of these factors, in conjunction with 
antihypertensive drug therapy, may then reduce the risk of 
CHD in these patients. 


* Diabetes mellitus 

Changes in carbohydrate metabolism contribute directly to 

vascular disease, and atherosclerosis may be further 
aggravated with increased lipid levels. 

* Family history of CHD 

The incidence of cardiovascular disease in a first degree 
nabs younger than 60 years of age increases the risk of 
HD. 

For further details see Powell, Thompson & Caspersen, 1987; 


Poulter, 1990; Bauman & Owen, 1991; Baur, 1992; Schuker, 
Hambrecht, Schlierf et al., 1992. 


2.6.3 Pharmacology of lipid lowering drugs 
Drugs used for the lowering of plasma lipids either dec 

the rease 
the amount of lipid entering the plasma or increase the rate 
of clearance of lipids from the plasma. 


* HMG-CoA reductase Inhibitors 


Simvastatin, a HMG-CoA reductase inhibit 
Or, Suppresses th 
synthesis of cholesterol in the liver, thereby inéreasinig 


Simvastatin is useful in lowering cholesterol levels in 
heterozygous familial hypercholesterolaemia (FH). Before 
comencement of simvastatin therapy, LDL receptor number is 
about half that of normal individuals, which results in 
cholesterol levels 2-3 times greater than average. 


Simvastatin is not recommended for prescribing to pregnant 
women or children with hyperlipidaemia, or in combination 
with fibrates or nicotinic acid. 


* Bile acid resins 


Cholestyramine and colestipol exchange chloride for anions 
and bind bile salts within the intestinal lumen. Reduced 
levels of available bile salts initiate a feedback mechanism 
responsible for increased conversion of cholesterol to bile 
salts, thereby resulting in reduced cholesterol levels. 


Ion exchange or bile acid resins are capable of binding to 
many orally administered drugs, thereby reducing 
bioavailability of the administered drugs. Thus, other 
medications should never be taken in conjunction with these 
resins. Dosing with other medication should be several hours 
before or after ingestion of the resin. 


These drugs must be prescribed with caution in patients with 
lower bowel disease. 


* Fibrinic acid derivatives 


Gemfibrozil inhibits the synthesis of VLDL and enhances its 
clearance from the plasma, thus reducing triglyceride and 
cholesterol levels. Breakdown of the VLDL particles 
increases the formation of HDL. 


* Nicotinic acid 


Nicotinic acid (vitamin B3 or niacin) is thought to inhibit 
the mobilisation of free fatty acids necessary for 
triglyceride production. Reduced triglyceride production 
also lowers VLDL production, thereby bringing about reduction 


of LDL. 


Nicotinic acid should be prescribed with caution in patients 
with diabetes and liver disease, as it may interfere with 
glucose tolerance and hepatic function. 


Avoid prescribing with simvastatin, due to an increased risk 
of myopathic reaction. 


* Probucil 


ed to alter the structure of the LDL 
lts in a more rapid clearance of LDL from 
ibuted with antioxidant 
ive mechanism responsible 
lature. 


Probucil is postulat 
particle, which resu 
the plasma. This drug is also attr 
properties which inhibit the oxidative 
for atherosclerotic plaque formation in the vascu 


acid derivatives is 


i ith fibrinic . 
ene : f a marked lowering 


ini tion of probuc 
omnes ~ he possibility o 


not recommended due to t 
of HDL levels. 


For further details see Fidge, 1990; Simons, 1990, 1991 & 


1992; Jamus, 1991. 


2.6.4 Adverse drug effects 
* HMG-CoA reductase inhibitors 
Headache, fatigue and gastrointestinal disturbances. 


Minor elevations of liver transaminases, which are usually 
transient and do not require withdrawal of therapy. Liver 
function tests should be performed regularly. 


Mild elevations in plasma creatine kinase and myopathy have 
occurred in some patients. However, myopathy has mainly been 
associated with combination drug therapy. Musculoskeletal 
pain occurs in 2-3% of patients taking simvastatin, and 
withdrawal of the medication is usually necessary. 

Ocular damage has been described in experimental trial 
animals treated with simvastatin, therefore patients should 
have regular ophthalmic examinations and should inform the 
clinician of any irregularities in vision. 

* Bile acid resins 


Gastrointestinal disturbances, including severe constipation 
or steatorrhea, due to binding of fatty acids. 


* Fibrinic acid derivatives 


Gastrointestinal disturbances. Increased concentrations of 
cholesterol in bile may precipitate gallstones. 


* Nicotinic acid 

Cutaneous flushing and itching are the main side effects. 
Gastrointestinal irritation, which may be reduced if 
medication is taken with food. 

* Probucol 

Gastrointestinal disturbances. 

For furthe ai j 

pi Bs r details see Simons, 1990, 1991 & 1992; Jamus, 
2.6.5 Lipid lowering dietary treatment 


Dietary treatment with a low fat/hi j i 
gh fibre (i i 
soluble fibre - oat and wheat bran) and high mre yy 


Carbohydrate cholesterol-lowerj 

National Heart Foundation, shout eR Pat donee > 7 a 
therapy for all hyperlipidaemic patients. Thus, current 
dietary treatment for lipid-lowering management advises a 
daily food intake, where less than 30% of total calories is 
as fat and less than 10% is saturated fat. Suggested alcohol 


intake should be moderate (2 standard drinks = 20 
binge drinking should be avoided. anon Aiea 


Patients should be encouraged that dietary treatment is a 
life long contribution to the overall management of their 
CHD. A lipid-lowering diet alone may be successful in 
lowering lipoprotein levels to the recommended total 
cholesterol levels of <5.5 mm/L. Marked changes in serum 
lipid profile should be demonstrated in 6 to 8 weeks of 
dietary manipulation, with a 10-20% reduction in serum 
cholesterol levels. 


As a general rule, the lipid-lowering diet should be 
continued for six months, when after further measurement of 
the serum lipid profile, a decision regarding the possible 
incorporation of drug therapy into lipid-lowering management 
is made and a management plan designed. 


Drug therapy should only be introduced in less than six 
months to those patients with: 


very high triglyceride levels (>12mm/L) who have 
failed to respond to abstinence from alcohol and 
dietary measures. 

familial hypercholesterolaemia 

recent coronary artery bypass grafts 

multiple risk factors. 


2.6.6 Management with lipid-lowering diet and drug treatment 


Lipid-lowering drugs should be introduced after six months" 
compliance with dietary therapy in the following situations: 


* Hyperlipldaemla 


ipi ia in the absence of other cardiovascular risk 
rd Sayer 2 meee re serum lipid profile of a total cholesterol of 
>7.5 mm/L and an HDL level of approximately 1.5mm/L. Patients 
with a total cholesterol <7.5 mm/L, in conjunction with a low 
HDL level, should be considered for drug therapy. 


Drug treatment 
inhibi j tive in 
G-CoA reductase inhibitor, 1s effec 
aa nd triglyceride levels and raising HDL. 
Simvastatin is more easily tolerated in patients than other 


i j i dication review should be 
*nid-lowering medications. Me 
ideo out ar beetle after commencement of simvastatin. 


titration may be required with increasing doses. 


Simvastatin, a 
reducing cholesterol a 


Dose 


simvastin can be combined with a resin 


For resistant cases, 
esterol levels. 


agent to reduce chol 


* Hypertriglyceridaemia 


ceridaemia with low HDL cholesterol levels necoee 
be reviewed with respect to lifestyle factors - diet, iad ty 
exercise and alcohol. Drug therapy 1S recommended yaa a 
triglyceride levels of >4.0mm/L and an HDL of level O.9mm 
after life-style changes (dietary and alcohol) have been 
implemented by the patient. However, the continuing presence 
of risk factors - obesity, poor glycaemic control or 
excessive alcohol intake may negate beneficial effects of 


drug therapy. 


Hypertrigly 


The risk of pancreatitis is raised if triglyceride level 
remains >8.0mm/L, even after accounting for alcohol intake. 


Drug treatment 


Gemfibrozil may be used to commence treatment and progress 
assessed at 6-8 weeks. Fish oils may lower triglyceride ’ 
levels via production of VLDL triglycerides. Nicotinic acid 
may be used alone or in combination with gemfibrozil for 
resistant cases. 


* Mixed hyperlipidaemia 


Lipid-lowering medication may be appropriate in patients with 

hypercholesterolaemia (total cholesterol >6.5mm/L, with an 

HDL level of approximately 1.5mm/L) together with any other 
cardiovascular risk factor - smoking, high blood pressure, 

aca mellitus, family history of premature cardiovascular 
isease. 


Raised HDL levels may contribute to raised cholesterol levels 
and therefore drug therapy may be inappropriate. However, if 
HDL levels are very low, then drug therapy should commence at 
lower levels of total cholesterol. 


Patients with hyperlipidaemia and existing heart disease 
should be considered for drug therapy, when total cholesterol 
remains greater than 6.5mm/L. However, for those patients 
with a high risk of further coronary events, especially 
patients with recent coronary revascuiarisation, coronary 
angioplasty and peripheral vascular Surgery, a total 


cholesterol level <6.5mm/L may be considered f i : 
of lipid lowering drugs. or introduction 


Drug treatment 


Simvastatin may be effective if hypercho i 
predominates. Gemfibrozil may moe eee 
triglyceride levels and increase HDL levels. Nicotinic id 
alone may reduce both cholesterol and triglyceride Bc a, 
in combination with a bile acid resin medication. ae 


oo must be exhibited with combinations of lipid-lowering 
rugs until data are available from trials with greater 


numbers of patients with prolo a 
: nged use of 
lowering medication. . + combination ifgiid 


Duration of drug therapy in conjunction with dietary thera 
for management of lipid levels is generally aiecndisied to oo 
life long. With cessation of medication or diet, serum lipid 
levels may increase. However, in patients who have 
maintained reduced serum lipid levels with medication and 
effective dietary and lifestyle changes for 2-3 years, 
withdrawal of dietary therapy can be trialled. 


Sree Indications tor other uses of lipid-lowering 
medications 


Lipid lowering medications are also indicated for: 


Pancreatitis due to hypertriglyceridaemia (>8mm/L) 
Chronic diarrhoea following bowel resection may be 
managed with bile acid resins 

Pruritis associated with partial biliary obstruction 
may be reduced with bile acid resins. 


For further details see Simon, 1990; Benrimoj, Robinson & 
Stewart, 1991; Richards, 1991; Beilen, 1992. 


2.6.7 Patient education 


Establishment of a good relationship with each patient is an 
important factor in enhancing the therapeutic and educational 
potential of each consultation and thus overall management of 


the patient. 


Effective health education requires personalising the 
management plan and therefore the interaction with each 
patient. To bring about change in lifestyle behaviours, the 
patients must be given the necessary information about health 
and each of the risk factors relevant to their management 
plan and this information should be reinforced. Motivation 
for changes in lifestyle must be given, realistic targets 
with respect to health goals should be set, and the 
development of skills necessary for attaining these goals by 
the patient encouraged. Maintenance of changes in lifestyle 
behaviours must be monitored regularly at followup. 


For further details see Carroll, 1990. 


2.6.8 Conclusion 


ce supports the benefits and cost-effec- 
erol-lowering management for prevention of 


heart disease in high risk persons, i.e. 


‘sed serum cholesterols and pre- 
peng rs-(see Section 2.6.2 and 


Overwhelming eviden 
tiveness of cholest 
death from spat 
hose individuals wi 
existing CHD and/or other risk fAasto 


t p* oe ~ \ 
oy’ LIBRARY \ ON 
( AND 
bs | SOCUMENTATIO j 
v- \ ( ," 
UNIT a ge ® 


evidence and information from the 


sus statement on the management of hyperlip.i- 
hh ena most recent Pharmaceutical a lpairgeiner i ebarsaam 
Guidelines have extended lee pith sine hg 

j j for patients. “uA, 1.2, 

sc = ara plan incorporating stringent low fat en a 
requirements and reduction of other risk factors apes 
smoking and physical inactivity lipid levels are a 
raised, with a total cholesterol level >6.5mm/L an ye 2 
triglyceride level 4.0Omm/L, such a patient is entitie fe) 
subsidized lipid-lowering medication. 


sts that the benefits (i.e. number 
ted) of lipid-lowering medication 
serum cholesterol levels and no 
evidence of CHD are not great enough to justify the expense 
incurred (Silberberg & Henry, 1991b). Neither is population 
screening of blood lipid levels considered justifiable, with 
respect to the expenses involved and the benefits to the 
individual of the knowledge of their blood cholesterol level 
(Jamrozik, 1991). However, all Australians should be 
encouraged to eat less fat because of its potential benefits 
for cardiovascular disease, obesity, diabetes mellitus and 


cancer. 


2.6.6). In support of this 


Current evidence also sugge 
of deaths due to CHD preven 
to individuals with raised 
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SECTION 3 


= ye | Appropriate use of medication 


Projects specific for: 


3.1.1 The elderly 
i he number of 
the ten-year period 1986 to 1996, the , 
paper © ole than 65 years of age is estimated to he 
from 1.68 to 2.22 million, an increase of 32%. The hig 4 
incidence of polypharmacy alone presents a need for further 
f medicines by the elderly. 


i appropriate use Oo 
FOSSRr amen oO SPPEGR buting factors such as altered 


Consideration of other contri 
physiological functioning - absorption, distribution, renal 


and hepatic excretion - and pre-existing disease states, 
increase the need for greater understanding of safe 
medication use and the role of non-drug therapies. i. 
Importantly, updated information of drug dosages specific to 
the elderly and with specific categories of medications is 
needed. Such information is limited as only recently has 
there been acknowledgement by clinical researchers (large 
government regulatory groups) as to the importance of altered 


handling in the elderly. 


Further recommendations of projects promoting appropriate 
medication prescribing and use in this group are made in the 
recently released draft of the Report and recommendations for 
national policy action to improve the use of medications for 
and by the elderly (Marr 1992). 


3.1.2 Individuals with spinal cord injuries, specifically 
those with paraplegia and quadraplegia 


In Australia, approximately 7000 people are known to suffer 
from spinal cord injuries, and yet information on appropriate 
medication for and use by such individuals is limited. 
Although only a small group, the cost of multiple medica- 
tions, in conjunction with repeated hospital admissions often 
requiring highly specialised care, would make a considerable 
contribution to the health care costs. The “out of pocket " 
costs report responsible for estimation of medication costs 
(per year) after PBS rebates to the consumer is to soon to be 
released. It is reported to underestimate by a factor of 
five the "out of pocket " costs for quadraplegic patients 
(personal communication with Australian Quadraplegic 
Association). 


The intrusion of spinal cord inju on physio i 
functioning is often marked anda renodee eae 
medication in an effort to maintain bowel and/or bladder 
function. Medication may also be related to injury-ind d 
Changes to mood and sleeping habits. Car 


Recent participation in a worksho 
on dru - j 
tee eee and socially used cheiee a = adeno cava 
€ information on appropriate medicatio i 
a appr n made 
retained by such individuals. It is also plysible Enoere ‘a 


therapeutic actions of the prescribed medications may be 
impaired by the concomitant use of socially used drugs, 
including alcohol (personal observation). 


3.1.3 Non-English speaking background (NESB) communities 


Comparison between the limited number of NESB studies 
investigating medication use in people of NESB is difficult, 
due to use of different community group small sample sizes, 
and actual sources of information e.g."key informants" rather 
than individuals. Implementing studies of drug use and/or 
knowledge are difficult because of specific community 
attitudes towards the use of medication and the anonymity 
with respect to health care. Thus, access to these 
populations is often limited to workers of similar cultural 
background. 


A recently completed literature review of drug and alcohol 
research amongst NESB communities in Australia (Spathopoulas 
& Bertram, 1991) highlights the issues of the lack of 
knowledge of levels of consumption, especially with respect 
to prescribed (Shaw, Hemming & Hobson, 1977) and OTC 
medicines and exacerbation of this situation with little 
information provided from patient - doctor communication and 
the lack of labelling medications in specific community 
languages. 


Dissemination of written information in community languages 
is often limited, due to the low rate of literacy older 
individuals have in their own language. This point is 
highlighted in results for the Drug Offensive Campaign, in 
that although some campaign information was translated into 
ten community languages, the translated versions were not 
used. Thus, dissemination of information on appropriate 
medication use to such communities must take into account 
language abilities, access to the health care system as well 
as attitudes towards health and use of medicines in order to 
make the information appropriate for the specific community. 


Available research on the use of prescribed drugs in NESB 
communities suggests higher use of minor analgesics in 
Vietnamese (males and females), Turkish, Greek (males and 
females) and Italian (female) communities (Trimboli & ~ 
Ridoutt, 1987; Spathopoulous & Bertram, 1991). Investigation 
into the incidence of gastrointestinal disorders specific to 
analgesic use may provide further evidence of inappropriate 


use of analgesics in these communities. 


ects of health may also influence the use of 
i j ‘1 individuals of NESB. Adaption to a new 

pa penne the possible alteration in social gi Or 

status may be contributing factors to the mental hea 

such individuals, thereby influencing eens al ecrdben ae 

strategies, sleep patterns, gastrointestina is ‘ 

all of which may be treated with medication. 


Psychological asp 


he number of 
impact on health care costs 15 from t 
en ices of NESB communities. The portion of the : 
aged population born in NESB countries was 13% mee aa a 
i ‘ncrease to 30% by 2006. Italians, 1to01iowe 
ee yeah n the 60 years and over 


Greeks, have the largest groups i 
population (Australian Institute of Multicultural Affairs, 


1983). 
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APPENDIX II 


THE QUALITY USE OF MEDICINES 


LIST OF PAST REPORTS, INQUIRIES etc. 


The following is a list of the major sources of evidence 
surrounding the quality use of medicines: 


he Service Board Review of Drug Evaluation Procedures 
(1987) 


Joint Parliamentary Committee of Public Accounts (1988) 
Health Targets and Implementation Committee (1988) 


Department of Health Commissioned Report on Drug Education 
(1988) 


Rational Drug Use Policy Task Force, Consumers’ Health 
Forum (1989) 


National Polypharmacy Taskforce and Conference, the 
Australian Council on the Ageing (ACOTA), (1990) 


Department of Health Commissioned Report: Drug Use and the 
Elderly (1990) 


Conference of Rational Prescribing: The Challenge for 
Medical Educators, the Australasian Society of Clinical 
and Experimental Pharmacologists and Toxicologists 
(ASCEPT) and the Consumers’ Health Forum (1991) 


Bureau of Industry Economics (Evaluation Report 11) on the 
Pharmaceutical Industry: Impediments and Opportunities 


(1991) 


Trade Practices Commission Inquiry into Self-Regulation of 
Pharmaceutical Promotion (1991) 


National Health Strategy Background Papers (1991-2) 
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APPENDIX III 


STRATEGY DEVELOPMENT FOR PROMOTING OPTIMAL USE OF 
PHARMACEUTICALS IN AUSTRALIA 


PRINCIPLES OF BEHAVIOUR CHANGE AND HEALTH EDUCATION 


Mary Hodge and Andrew Gilbert 
November 1991 


Background 


The Pharmaceutical Health And the Rational use of Medicines 
(PHARM) Working Party was formed in June 1991 and is comprised 
of expertise drawn from all areas involved in the pharmaceutical 
field, including medicine, pharmacy, nursing, industry, the 
consumer movement and government. Its role is to provide 
independent advice regarding promotion of the quality use of 
medicinal drugs to the Pharmaceutical Benefits Scheme Education 
Program and the Department, through the Pharmaceutical Education 
Advisory Committee (PEAC). 


Vision 


Education is seen as the primary tool for achieving optimal use 
of medicines although PHARM is aware of other means such as 
incentives and sanctions. In developing and implementing 
strategies and innovative techniques to achieve its aims, PHARM 
believes that a partnership is required between: 


those who prescribe drugs 
‘ those who dispense and facilitate their use 
° those who take or consider taking drugs 
those who make the drugs 
the Government who monitors safety and efficacy and 
provides equity of access to drugs in the public interest. 


The membership of PHARM reflects this partnership. 


Principles (cont. ) 


In developing an educational i 
Solace g ai strategy, PHARM will try to 


: what will empower consumers to use drugs well; 

: what will empower professional helpers (doctors 
pharmacists, nurses, others) to help consumers de this; 

; ane a effective education; ‘ 

: what combination of-information, skills i i 
will be effective for different groups Bip re iat 
within these (ethnicity, socio-economic status etc.); f 

- what will work in practice; and na 

; what standards should apply and who should set them. 


Aim 


Our stated aim is to optimise the quality of medication use in- 
Australia within the context of a national drug policy. Quality 
of use is one of four key elements in that policy. PHARM will 
develop an education strategy to achieve this aim and recommend 
the establishment of a long-term mechanism for continuing the 
promotion of quality use of pharmaceuticals. 


Definition 
Optimal use of medication requires: 


an awareness of the part drugs play in treating illness 
and maintaining health; 


knowledge sufficient to choose the most effective 
medication/s for the individual concerned taking into 
account their clinical condition, risk, benefit, dosage, 
length of treatment, cost, monitoring of effect and 
consideration of alternatives; and 


information which enables individuals to use drugs 
correctly and safely. 

PHARM endorses the following 1987 World Health Organisation 
definition of rational drug use:~ 


Drugs are often required for prevention, control 
and treatment of illness. When a drug is required, 
the "rational use of drugs demands that the 
appropriate drug be prescribed, that it be 
available at the right time at a price people can 
afford, that it be dispensed correctly, and that it 
be taken in the right dose at the right intervals 
and for the right length of time. The appropriate 
ffective, and of acceptable quality 


drug must be e : 
and safety..-.The formulation and implementation by 
governments of a national drug policy are 


fundamental to ensure rational drug use." 


Principles (cont- ) 


Outcomes 
The definition assists in framing outcomes for the se lady of 
optimal medication use. It 1S important to nd caebmaglys on es 
distinctions between ideal, optimal and actual ap Avephe 

may reflect the ethical/philosophical issues an scien a 
evidence which rightly inform the standards set. However, a 
need to give consideration to what is achievable in the con 


of the relevant target groups. 


i can observe and measure actual practice and form 
veep Si about its divergence from the ideal, we should define 
the point to which actual practice can be altered. This point 
should be one that is achievable taking into account the 
realities of the clinical practice of medicine. In deciding what 
constitutes achievable, it is important that the target group 
and their peers who set and monitor their standards, agree that 
the goals are desired and achievable. This latter goal reflects 
optimal medication use. It is important to define ideal and hold 
it as such. In time it may be possible to move optimal towards 
ideal. There are implications both for content and process in 
making these distinctions, and raises the question, “Does the 
WHO definition of rational use mean ideal or optimal?". 


The measurement of outcomes of any attempt to influence current 
practice is a necessary part of this process. Such evaluation 
informs strategic planning as well as providing feedback for all 
involved in bringing about changes. 


Outcomes for ‘’bottomline’ issues such as health status, quality 
of life, reduction of iatrogenic morbidity and mortality and the 
issue of cost (economic, social and political) in achieving 
these can be defined. However, indicators for these and data 
sources for establishing a baseline and measuring changes in 
these indicators must be identified and should be considered (eg 
the Health Insurance Commission and the Australian Institute of 
Health). It is possible to describe more specific outcomes which 
measure the impact on various targets, for example drug groups 
causing particular problems, target groups within the community 
or particular diseases/clinical problems. 


A programme or set of programmes must be evaluate 

in health behaviour. Objectives must be set for re la 
levels of outcome referred to above. To do this we need to be 
clear about the philosophies and principles that best inform the 
actions which one planned, as wel] as the issues that contribute 
to any current sub-optimal use of medication. 


Principles (cont. ) 


Philosophy 


There are a number of ethical and legal rights and obligations 
as well as professional standards of clinical practice that 
underpin any actions taken to improve medication use. 
Professional standards are set by peers within professional 
groups and relate to: 


3 the setting of guidelines for managing illness and health 
(usually framed by experts based on sound scientific 
evidence); 


‘ methods of clinical practice based on ethics and 
accumulated experience. 


There are basic rights to information and a certain standard of 
management that are clearly stated. Legal protection through 
liability and other means exists, and the Trade Practices 
Commission and Bureau of Consumer Affairs continue to improve 
consumer protection. There are increasing calls from consumers 
for better quality communication with health professionals and 
more involvement in decision making. 


Nature of the Problem 


Improving the quality of medication use involves changing 
peoples’ attitudes and behaviours and doing this within a health 
context i.e. writing prescriptions, ask questions, 
self-medicate, take anti-hypertensives regularly, choose a 
non-drug alternative, counsel patients etc. Therefore we need to 
look to the principles of health education/promotion and ~ 
behaviour change for guidance, to help us identify effective 


tools. 


Key Players 


In order to move toward ideal medication use, there must be 
recognition of the interaction between the key players involved 
in medication use. These players, the pharmaceutical industry, 
health professionals, consumers and government must all work 
together if the goal is to be achieved. 


Key Principles of Health Education 


Health education uses the principles of behaviour yi adult 
education and incorporates techniques of Se ae piper 
persuasion such as media advocacy and social “nr ree ss 
individuals (collectively or separately) a ecto 

decisions about their own health or that of oO ‘ 


Principles (cont. ) 


inci developed over the last thirty years and 
eos See wie 5 and development as the cee a 
Gadiastion. Many theoretical models have been al ep g 
this time and have been successfully applied to ot ee 
a aggenee suolingsaagset] ONG eg model ainer another, 

whilst many argue e 
ae Health ae Models Theory of Reasoned Bens Soe 
Learning Theory, Multi-Attribute Theory etc.) current = g 
is to integrate many of the key elements into an pie - are an 
approach (for an overview of theories see Glanz et a 3 


and Owen 1985, and Lefebvre and Flora 1988). 


For example, Prochaska and Diclemente’s model (1986) describes 
the stages that individuals go through in adopting a new 
behaviour or changing an old one, as well as providing 
information on the important elements for change between stages. 


Five basic stages are described: 


: Awareness of problem } Getting Started 
Motivation to change } 


Taking up a new behaviour 
Maintaining it 

Dealing with setbacks 

and reversals 


Keeping Going 


we oe 


There is a continuum of attitudes, beliefs, knowledge, skills, 
motivation, information and resources needed, varying in 
emphasis, for individuals to move from one stage to another. 
People will obtain these in different ways, either on their own 
or as members of groups in the workplace, social settings etc., 
or from interacting with health and other professionals. 


Another widely accepted fundamental principle is that the 
environment in which an individual or group operates has a 
significant impact on their desire and ability to change. 
Conversely, change at a personal level that is not reinforced or 


ae at other levels is difficult to sustain (Bandura, 
)- 


Therefore, strategies to change behaviour need to be aimed at 
several levels simultaneously to maximise their chance of 
success. These levels are the personal, the interpersonal (eg 
between patients and professionals) and the ; 
community/organisational level. Complementing these, and of 
equal tsi eee be those aimed at the 
environmental/public health level, for example leqi i 
structural change (Winett et al 1989, Seefary 1Sedhiewart 1950 


Principles (cont. ) 


At ,the personal and interpersonal levels 

Prochaska and Diclemente is widely used Ma aeons 
programs. Those involved in helping behaviour change identify 
the stage a person is at, for example in quitting smoking, and 
provide the person with the motivation, information and skills 
appropriate to move from one stage to the next. This requires 
skills in negotiation and motivation and the use of materials 
designed to reinforce the verbal messages. Alternatively, those 
who are motivated to do it on their own can work through a set 
of self-help materials. 


In working at the group, community or organisation levels, 
principles of community empowerment are important (Minkler 1990, 
Glanz 1990). This involves building on or providing a sense of 
community competence, participation and ownership in programmes 
and ‘starting where people are’. This is based on the concept 
that individuals must experience a felt need before they will 
learn or change. Therefore at this level, the community must 
identify needs and issues to be addressed. Ownership and 
participation are important to the success of efforts in change. 
These principles are mirrored in those of adult learning. 


Useful health promotion planning models have been developed 
recently. The PRECEDE model was developed by Green (1980 & 
1986). It provides a framework for identifying and analysing the 
changeable behavioural factors at the individual, group or 
community levels. Recent modifications add structural or 
non-behavioural factors to this model (Green & Kreuter 1991, 
PROCEED model, Hawe et al, 1991). 


These models identify predisposing, enabling and reinforcing 
factors important in influencing individuals or groups to 
change. They are defined as follows: 


Predisposing Factors: any characteristic of an individual, 
community or group that predisposes behaviour or other 
conditions related to health. This includes knowledge, belief 
and attitudes but may include other factors such as 


socio-economic status etc. 

Examples: a lack of knowledge of appropriate 
prescribing/management guidelines predisposes to inappropriate 
or injudicious prescribing. Lack of belief that raised blood 
pressure has serious consequences predisposes to not taking 
hypertensive drugs and not adopting appropriate lifestyle 


change. 


: : ‘stic of an individual, group or 
Enabling Factors: any characteris + ate teu 
mmuni facilitates health behaviour or other condi 
ae oe skill or resource required to 


affecting health, including any 
in that condition. ae 
cciieien! the acquiring of skills to prescribe rationally within 
context of the consultation during ! 
tndergraduate/postgraduate or continuing education. The 
availability of patient drug education materials. 


Principles (cont. ) 


ds or punishment following or : 


‘ : : _ 
Reinforcing Factors: any rew 
anticipated as a consequence of a health behaviour. ae 
Examples: feedback from audit of prescribing habits, positiv : 
feedback from consumers, consumer satisfaction with professiona 


interaction, control of disease, reversal of side effects. 


ising the use of medicines in Australia 


involves a partnership between the major players, issues need to 
be defined from the perspectives of each. Strategies will be 
needed within groups and across groups in order to maximise 


change. 


Given the task of optim 


everal levels will suggest 
é : , : A See tegies 
interventions which will combine individual change stratec 

with system change strategies (Winett 1989). The result might 
involve a number of methods, settings and diverse personnel in ' 


an overall intervention. 


Analysis of problems at s 


In developing an overall framework for an educations strategy to 
improve the quality of use of medicines in Australia, PHARM has 
identified three levels suitable for conceptualising and 
analysing problems: 


Level One 


This level encompasses awareness of medicines as a health issue. 
Community attitudes and beliefs about medicines are addressed as 
well as those of health professionals, industry and government 
to provide an environment conducive to optimal use of medicines. 
Awareness of the risk/benefit of medicines and knowledge of the 
full range of options for managing health and illness are key 
issues at this level. 


Therefore, this level addresses all the elements that might be 
important prior to a situation where a decision to prescribe or 
self-medicate will be made, as well as ensuring a vigilant 
attitude in those already using medication. 


Level Two 


This level involves skills, knowledge and resources needed to 
make appropriate decisions at a personal and interpersonal 
level. It addresses issues important in deciding, prescribing 
and advising about medication in an informed way, aware of 
preventive options and choices for individuals. 


Principles (cont. ) 


Level Three 


This level deals with the knowledge, awareness and action needed 
to use medicines safely. It involves issues of monitoring of 
good and bad effects, quality assurance and problem solving. 


An awareness that the audience for health educational messages 
will contain individuals at all levels is fundamental to 
planning. Messages can be designed for specific levels and 
appropriate outcome measures more accurately specified. For 
example, a campaign to raise the awareness of consumers (level 
one) might concentrate on explaining the benefits and risks 
associated with medication use, simple examples which forcefully 
put medication use of the agenda. Such a campaign could be 
evaluated by using indicators such as changes in knowledge, 
attitude, recognition of issues and familiarity with program 
themes. 


The goal of optimising medication use in Australia is at once 
daunting, challenging and rewarding. Sub-optimal medication use 
has associated with it very large costs, both human and economic 
(Fryklof 1990). Indeed, for some groups such as the elderly, the 
consequences of sub-optimal medication use is seen as the most 
preventable cause of morbidity and mortality (Beers and 
Ouslander 1989). PHARM, in developing a conceptual and strategic 
framework from which to tackle problems of sub-optimal use and 
to ensure high quality use of medicines, has taken the first 
steps towards its goal. 
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Government’s Rational Drug Use Policy’, 
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APPENDIX IV 


Why an educational strategy is essential to the 
qovernment’s rational druq use policy 


Over the past two years, the governm 

statistical database on drug Bee eel on ont eee 
cooperation of pharmacies throughout Australia and has the 
capacity to monitor the impact of government decisions, and 
to inform its advisory committees, specifically the PBAC. 


The government has also funded independent research with ve 
practical implications for drug use policy. An example is ie! 
the project which demonstrated that removing the requirements 
for endoscopy prior to prescribing H2 receptor antagonists 
such as ranitidine, cimetidine and famotidine was likely to 
be cost neutral. This project was funded through the PBSEP 
The PBAC removed the requirement for endoscopy/radiology 
prior to prescribing H2 RAs, leaving the government to 
negotiate the price. 


The company which had most to gain in terms of market share 
from the regulatory change reduced its price below the $30.00 
Authority Cutoff (less than half the previous price). The 
other two companies’ products are still "on authority", but 
their prices too are now much less ($20.00 less) than was 
formerly the case. So the potential for savings to the tax 
payer on the annual expenditure of $66.7mil (1990) for the 
drug group is there now. Of course, it could be offset if 
there is a large increase in prescription volume, because ot 
the lack of an authority requirement. This is where 
education comes in. 


When this extremely important decision was made, everyone was 
pleased: industry, general practitioners, pharmacists and 
consumers. 


The only missing ingredient when the PBAC made its recent 
decision was the existence of an independent educational body 
with the resources and interest to ensure that the clinical 
discretion given to doctors would be exercised wisely. In 
the absence of such a body, the drug company with most to 
gain from the decision made a press release, organised @ — 
"roundtable" of experts to publicise the changes and to guide 
doctors on the importance of continuing to use endoscopy or 
radiology to confirm a diagnosis of peptic ulcer. 


This is where PHARM’s educational strategy can help in the 
future. Why leave it to industry to educate the profession? 
Why not establish an educational centre with the brief of 
informing the profession effectively. The very same body can 
and should tackle the task of keeping the public well- 
informed as well. This cannot be done through one-off 
projects. Rather, it needs a centre of excellence with an 


ongoing commitment for a minimum of five years. 


A Mant 
22/11/91 
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